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PM3006629903 



Protocol No. PM-8450 ' 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 1 of 111) 


Question 

Subject 

Number 

Subject 

Classification" 

Resp 

A.1: Since the last time you were interviewed, have you smoked any of the following? 

Manufactured cigareltes 

001 

F-S 

Yes 


002 

F-S 

Yes 


003 

F-S 

Yes 


004 

F-S 

Yes 


005 

F-S 

Yes 


006 

F-S 

Yes 


007 

F-S 

Yes 


008 

F-S 

Yes 


009 

F-S 

Yes 


on 

F-S 

Yes 


0i2 

F-S 

Yes 


013 

F-S 

Yes 


014 

F-S 

Yes 


015 

F-S 

Yes 


016 

F-S 

Yes 


017 

F-S 

Yes 


018 

F-S 

Yes 


019 

F-S 

Yes 


020 

F-S 

Yes 


021 

F-S 

Yes 


022 

F-S 

Yes 


023 

F S 

Yes 


024 

F-S 

Yes 


, 025 

F-S 

Yes 


026 

F-S 

Yes 


027 

F-S 

Yes 


028 

F-S 

Yes 


029 

F-S 

Yes 


030 

F-S 

Yes 


031 

F-S 

Yes 


032 

F-S 

Yes 


033 

F-S 

Yes 


034 

F-S 

Yes 


035 

r-s 

Yes 


036 

M-S 

Yes 


037 

M-S 

Yes 


Subject Classification; M-NS^-Mafe. Non-Smoker; M-S=Male t Smoker; F-NS^ Female. Non-Smoker; F-S=Fema!e. Smoker. 
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PM3006629904 


Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing J 6.5-14 

Weekly Survey by Question: Week 6 
(Page 2 of 111) 


Question __ 

A.1; Since llie last time you were interviewed, have you smoked any of the following? 
Manufactured cigarettes 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 


Subject 

Number 

Subject 

C lass ifi cation 5 

Response 

038 

M-S 

Yes 

039 

M-S 

Yes 

040 

M-S 

Yes 

041 

M-S 

Yes 

042 

M-S 

Yes 

043 

M-S 

Yes 

044 

M-S 

Yes 

045 

M S 

Yes 

046 

M-S 

Yes 

047 

M-S 

Yes 

048 

M-S 

YeS 

049 

M-S 

Yes 

050 

M-S 

Yes 

052 

M-S 

Yes 

054 

MS 

No 

055 

M-S 

Yes 

056 

M-S 

Yes 

057 

M-S 

Yes 

058 

M-S 

Yes 

059 

M-S 

Yes 

060 

M-S 

Yes 

061 

M-S 

Yes 

062 

M-S 

Yes 

063 

M-S 

Yes 

065 

M-S 

Yes 

067 

M-S 

Yes 

068 

M-S 

Yes 

069 

M S 

Yes 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 
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PM3006629905 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 






Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 3 of 1 M ) 


Que stion 


Subject Subject 

Number Classification" Response 


A.l: Since the last time you were interviewed, have you smoked any of the following? 
Manufactured cigarettes 


079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

(184 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

09S 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 

in 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 


a Subject Classification: M-NS=Mafe, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006629906 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



listing 16.5-14 

Weekly Survey by Question: Week. 6 
(Page -4 oT III) 


Question 

Subject 

Number 

Subject 

Classification 41 

Response 

A. 1: Since the last time you were interviewed, have you smoked any of the following? 




Manufactured cigarettes 

116 

M-NS 

No 


117 

M-NS 

No 


ns 

M-NS 

No 


119 

M-NS 

No 


120 

M-NS 

No 


121 

M-NS 

No 


122 

M-NS 

No 


123 

M-NS 

No 


124 

M-NS 

No 


125 

M-NS 

No 


i'26 

M-NS 

No 


127 

M-NS 

No 


128 

M-NS 

No 


129 

M-NS 

No 


130 

M-NS 

No 


131 

M-NS 

No 


132 

M-NS 

No 


133 

M-NS 

No 


134 

M-NS 

No 


135 

M-NS 

NO 


500 

F-NS 

No 


501 

F-NS 

No 


502 

F-S 

Yes 


503 

F-S 

Yes 


504 

F-S 

Yes 


505 

F-NS 

No 


506 

F-S 

Yes 

Cigars 

C0I 

F-S 

No 


002 

F-S 

No 


003 

F-S 

No 


004 

F-S 

No 


005 

F-S 

No 


006 

F-S 

No 


00? 

F-S 

No 


008 

F-S 

No. 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006629907 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question; Week 6 
(Page 5 of III) 


Question 


Subject Subject 

Numbe r Classification' 1 Response 


A. [; Since the last time you were interviewed, have you smoked any of the following? 


009 

F-S 

No 

on 

F-S 

No 

0t2 

F-S 

No 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

0t7 

F-S 

No 

018 

F-S 

No 

019 

F-S 

No 

020 

T7 f 

r-o 

No 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 


1 Subject Classification: M-NS=Malc, Non-Smoker; M-S=Male, Smoker; F-NS- Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006629908 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Ij 


Listing 16.5' 14 

Weekly Survey by Question: Week 6 
(Page 6 of / If) 


Question 


Subject Subject 

Number C lassificatio n ' 1 Response 


A J; Since the last time you were interviewed, have you smoked any of the following? 


046 

M-S 

No 

047 

M-S 

No 

048 

MS 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

U60 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

m 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

INS 

No 


* Subject Classification: M-NS=Mafe, Non-Smoker; M-S^Malc. Smoker: F-NS= Female. Non-Smoker; F-S-Female, Smoker. 
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PM3006629909 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5' 14 

Weekly Survey by Question: Week 6 
(Page 7 of IN) 


Subject Subject 

Question ___ _ Number Classification 11 Res ponse 

A.!: Since the Iasi time you were interviewed, have you smoked any of the Following? 


087 

F'-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

K-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

11)2 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

i 14 

M-NS 

No 

115 

M NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

12? 

M-NS 

No 

123 

M-NS 

No 


6 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!e. Smoker; F-NS” Female, Non-Smoker; F-S”Female, Smoker. 
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PM3006629910 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(PageS of 111) 


Question 


Subject Subject 

Number Classification* Response^ 


A. I. Since Ihe last rime you were interviewed, have you smoked any of the following? 
Cigars 


Cigarillos 


124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

SOU 

F-NS 

No 

501 

F-NS 

No 

502 

FS 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

No 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

OI7 

F-S 

No 


“ Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-$=Female, Smoker. 
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PM3006629911 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
{Page <5 of 111) 


Question 


Subject Subject 
N 11 rnb er Classification* 1 Response 


A.1: Since the fast time you were interviewed, have you smoked any of the following? 
Cigarillos 


018 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

r-s 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 


* Subject Classification; M-IMS=Male. Non-Smoker; M-S^Male. Smoker; F-NS= Female. Non-Smoker; F-S - Female, Smoker. 
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PM3006629912 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 10 of III) 


Question 


Subject Subject 

Num ber Class ifi cation* Response 


A.l: Since the last time you were interviewed, have you smoked any of the following? 
Cigarillos 


056 

M-S 

No 

057 

MS 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-$ 

No 

063 

M-S 

No 

065 

MS 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Malc, Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006629913 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page IT of Ilf) 


Question 


Subject Subject 

Number Classification 1 Response 


A.l: Since the lust time you were interviewed, have you sntuked any of the following? 
Cigarillos 


095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

098 

F-NK 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F >, S 

No 

107 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 


a Subject Classification: M-NS-Mate. Non-Smoker: M-S=Mak. Smoker; F-NS= Female. Non-Smoker; F-S=Femak. Smoker. 
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PM3006629914 



Source: https://www.i 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 12 ofltn 


Subject 

Number 

Subject 

Classification* 

Response 

112 

M-NS 

Nr> 

1.1.1 

M-NS 

No 

114 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

302 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

00! 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

1)05 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

nos 

F-S 

No 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

No 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

01$ 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

No 

021 

F-S 

No 

024 

F-S 

No 

.025 

F-S 

No 


r; F-S=Fema1e, Smoker. 
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PM3006629915 



Source: https://www.i 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 13 of III) 




Subject Subject 


Number Classification' 1 Response 


026 

r-s 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

03.1 

r-s 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

MS 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

NO 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

NO 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 


r; F-S^Female. Smoker. 
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PM3006629916 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 14 of 111) 


Question 

Subject 

Number 

Subject 

Classification 3 

Response 

A. 1: Since tlic last time you were interviewed, have you smoked any of the following? 




Pipe 

065 

M-S 

No 


067 

M-S 

No 


068 

M-S 

No 


069 

M-S 

No 


071 

F-NS 

No 


072 

F-NS 

No 


073 

F-NS 

No 


074 

F-NS 

No 


075 

F-NS 

No 


076 

F-NS 

No 


077 

F-NS 

No 


078 

F-NS 

No 


079 

F-NS 

No 


080 

F-NS 

No 


081 

F-NS 

No 


082 

F-NS 

No 


083 

F-NS 

No 


084 

F-NS 

No 


085 

F-NS 

No 


086 

F-NS 

No 


087 

F-NS 

No 


088 

F-NS 

No 


089 

F-NS 

No 


090 

F-NS 

No 


091 

F-NS 

No 


092 

F-NS 

No 


093 

F-NS 

No 


094 

F NS 

No * 


095 

F-NS 

No 


096 

F-NS 

No 


097 

F-NS 

No 


098 

F-NS 

No 


099 

F-NS 

No 


100 

F-NS 

No 


101 

F-NS 

No 


102 

F-NS 

No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma1e. Smoker; F-NS - Female. Non-Smoker; F-S=Fema!e, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1 ft 5-14 

Weekly Survey by Question; Week 6 
(Page 15 of 111) 


Question 


Subject Subject 

Number Classification* Response 


A. 1: Since the last lime yon were interviewed, have you smoked any of the following? 


103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

NO 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 


a Subject Classification: M-NS=Ma!e, Non-Smoker; M-S=Ma!e, Smoker; F-NS= Female, Non-Smoker; F-S=Female. Smoker. 


Draft 1:24 July 2002 


Page 14562 of 1 5132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006629918 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 16 of I f 0 


Question 

Subject 

Number 

Subject 

Classification 3 

Response 

A.I: Since the last time you were interviewed, have you smoked any of the following? 




Pipe 

504 

F-S 

No 


505 

F-NS 

No 


506 

F-S 

No 

Other 

001 

F-S 

No 


002 

F-S 

NO 


003 

F-S 

No 


004 

F-S 

No 


005 

F-S 

No 


006 

F-S 

No 


007 

F-S 

No 


008 

r-s 

No 


009 

F-S 

No 


on 

F-S 

No 


OI2 

F-S 

No 


013 

F-S 

No 


014 

F-S 

No 


015 

F-S 

No 


016 

F-S 

No 


017 

F-S 

No 


018 

F-S 

No 


019 

F-S 

No 


020 

F-S 

No 


021 

F-S 

No 


022 

F-S 

No 


023 

F-S 

No 


024 

F-S 

No 


025 

F-S 

No 


026 

F-S 

No 


027 

F-S 

No 


028 

F-S 

No 


029 

F-S 

No 


030 

F-S 

No 


031 

F-S 

No 


032 

F-S 

No 


033 

l-'-S 

No 


a Subject Classification: M-NS=Mafe, Non-Smoker; M-S=Mafe. Smoker; F-NS= Female, Non-Smoker; F-S-Femafe, Smoker. 
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PM3006629919 



Source: https://www.i 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 17 of 111) 


Subject 

Number 

Subject 

Classification' 1 

Response 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-vS 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

MS 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

MS 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 


■; F-S^Female, Smoker 
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PM3006629920 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page IRnf 111) 


Question 


Subject Subject 

Number Classi fication 11 Res ponse 


A.l: Since the last time you were interviewed, have you smoked any of the following? 
Other 


075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

0*} 

F-NS 

No 

084 

F-NS 

No 

085 

L' VIC 

1 -Iio 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS ‘ 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

09$ 

F-NS 

No 

099 

F-NS 

No 

rot) 

h-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

10R 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 


a Subject Classification: M-NS=Ma!e, Non-Smoker; M-S-Male, Smoker; F-NS^ Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006629921 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Fisting 16.5-14 

Weekly Survey by Question: Week 6 
(Page 10 of Ml) 


Queslion 


A.1: Since the fast time you were interviewed, have you smoked any of the following? 
Other 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Snuff 


Subject Subject 

Number Classification 2 Response 


Ml 

M-NS 

No 

M2 

M-NS 

No 

114 

M-NS 

NO 

M5 

M-NS 

No 

M6 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

i.ii 
i ii 

M-NS 

No 

123 

M-NS 

No 

124 

■ M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 


001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Mafe, Smoker; F-N$^ Female. Non-Smoker; F~S- Female, Smoker. 
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rsr ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-14 

Weekly Survey by Question: Week 6 
(Page 20 of 111) 


Question 


Subject Subject 

Number Classification 3 Response 


A.2: Sfnce the last time you were interviewed, have you used any of the following nicotine-containing products? 


004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

ON 

F-S 

NO 

012 

F-S 

No 

013 

FS 

No 

014 

F-S 

No 

me 

F-S 

No 

016 

F-S 

No 

017 

F S 

No 

0(8 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

NO 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

FS 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

NO 

039 

M-S 

No 

040 

M-S 

No 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker, 
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PM3006629923 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 21 of 111) 


Question 


Subject Subject 

Number Classification" Response 


A.2: Since the last time you were interviewed, have you used any of the following nicoti ne-enntaining products? 
Snuff 


041 

M-S 

No 

042 

M-S 

No 

042 

M-S 

No 

044 

M-S 

NO 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

046 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

0R0 

F-NS 

No 

08) 

F-NS 

No 


* Subject Classification; M-NS=Ma!e. Non-Smoker; M-S=Ma1e. Smoker. F-NS- Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006629924 


RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 




Listing 16.5*14 

Weekly Survey by Question: Week 6 
(Page 22 of 111) 


Subject Subject 

Question ______ Number Classification^ Response 

A.2: Since tlie last time ynu were interviewed, have you used any of the following tiicoiine-containing products? 


082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

f-ns 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

1)94 

F-NS 

No 

095 

F-NS 

NO 

096 

F-NS 

No 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

N'O 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 • 

M-NS 

No 

115 

M-NS 

No 

1 16 

M-NS 

No 

117 

M-NS 

No 

1 18 

M-NS 

No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS^ Female, Non-Smoker, F-S=Female. Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page h of 111) 


Question 


Subject Subject 

Number Classification 1 Response 


A.2: Since the last time you were interviewed, have you used any of the following niculiiie-coriitiiiuFig products? 
Smiff 


Chewing Tobacco 


1 19 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

NO 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

Vi-NS 

Nu 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

(34 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

r-s 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

No 


a Subject Classification: M-NS=Ma1e. Non-Smoker; M-S=Male, Smoker: F-NS= Female. Non-Smoker; F-S ’ Female. Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Siitvey by Questior: Week 6 
(Page 24 of !M) 


Question 


Subject Subject 

Number Classificatio n 3 Respon se 


A.2; Since the last lime you were interviewed, have you used any of the following nicotine-containing products? 
Chewing Tobacco 


013 

014 

015 

016 

017 

\m 

019 

020 

021 

022 

023 

024 

025 

026 

027 

028 

029 

030 

031 

032 

033 

034 

035 

036 

037 

038 

039 

040 

041 

042 

043 

044 

045 

046 

047 

048 


F-S 

F-S 

F-S 

F-S 

r-s 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

F-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 


N'o 

No 

No 

No 

No 

No 

No 

No 

No 

No 

M- 

nu 

No 

NO 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

NO 

No 

No 

No 

No 

Yes 

No 


3 Subject Classification: M-NS=Mafe, Non-Smoker; M-S-Malc, Smoker; F-NS= Female, Non-Smoker, F-S-Female, Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Usiing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 25 of 1 11) 


Question 


Subject Subject 

Number Classification' 1 Response 


A-2: Since the Iasi time you were interviewed, have you used any oftlie following nicotine-containing products? 
Chewing Tobacco 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS- Female, Non-Smoker, F-S^Female, Smoker. 


049 

M-S 

No 

050 

M-K 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

NO 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

06 i 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

MS 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

OBI 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

K-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

080 

F-NS 

No 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 26 of 11 1) 


Question 


Subject Subject 

Number Classification* Response 


A.2: Since the last time you were interviewed, have you used any uf the following nicotine-containing products? 
Chewing Tobacco 


090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

090 

F-NS 

No 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

1 M 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

11 fi 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma1e. Smoker; F-NS- Female, Non-Smoker; F-S^Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 27 of 111) 


Subject Subject 

Question _Number^ Classificati on* Response 


A.2: Since tlic last time you were interviewed, have you used any of the following nicotine-containing products? 
Chewing Tobacco 


Nicotine gum or lozenges 


127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

•«/i 

CJUC 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

011 

F-S 

No 

012 

F S 

No 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

018 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 


6 Subject Classification: M-NS^Male, Non-Smoker; M-S=Male, Smoker; F-NS^ Female, Non-Smoker; F-S=Femalc, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16,5-14 

Weekly Survey by Question: Week 6 
(Page 28 of IN) 


Ques t ion 


A.2: Since the last time you were interviewed, have you used any of the following nicotinc-coiuaiiting products? 
Nicotine gum or lozenges 


a Subject Classification: M-N$=Male, Non-Smoker; M-S=Male. Smoker: F-NS= Female. Non-Smoker; F-S-Female. Smoker. 


Subject Subject 

Number Classification 3 Response 


021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

MS 

No 

058 

M-S 

No 


Draft 1: 24 July 2002 


Page 14575 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006629931 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 29 of 11I) 


Question 


Subject Subject 

Number Classificatio n 3 Response 


A 2 : Since the last time you were interviewed, have you used any of ilic following nicotine-containing products? 
Nicotine gum or lozenges 


059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

/I IT'' 

\i t i. 

r? nto 

r-lNo 


073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

087 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

r-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker, F-NS- Female, Non-Smoker; F-S=Femalc, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey hv Question: Week 6 

(Page 30 of! II) 


Ques tion 


Subject Subjeci 

Number Classification'’ Response 


A.2: Since the last time you were interviewed, have you used any of the following nicotinc-contairing products? 
Nicotine gum or lozenges 


098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

NO 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 


a Subject Classification: M-NS=Malc. Non-Smoker; M-S=Male< Smoker; F-NS- Female, Non-Smoker: F-S=Female. Smoker. 
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PM3006629933 


RSR ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 31 of 111) 


Subject Subject 

Question ______ Number Classificati on" Response 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine gum or lozenges 


Nicotine inhalers 


135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

NO 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

011 

F-S 

No 

012 

F-S 

NO 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F S 

No 

017 

F-S 

No 

018 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Mn1e, Smoker; F-NS= Female. Non-Smoker; F-S=Fema1e, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 

(Pag* 32 of III) 


Subject Subject 

Question ___ Number Classification 11 Response 


A.2: Since the last time you wore interviewed, have you used any of the following nicotine-containing products? 
Nicotine inhalers 


029 

F-S 

No 

03n 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

r-s 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

i/ e 
m-o 

iJo 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

04B 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

06R 

M-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-N$= Female, Non-Smoker; F-S^Female, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page of 111) 


Question 


Subject Subject 

Number Classification" Response 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine inhalers 


069 

M-K 

No 

071 

FA'S 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

FXS 

No 

07 R 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

V1-NS 

No 

105 

MAS 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F*NS= Female, Non-Smoker; F-S^Fcmale. Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question; Week 6 
(Page 34 of 111) 


Que stion 


A.2. Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine inhalers 


a Subject Classification: M-NS=Mate, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 


Subject Subject 

Number Classif ication ” Response 


106 

M-NS 

No 

107 

M-NS 

No 

10R 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 

in 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

1 15 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

127 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

no 

M-NS 

No 

171 

M-NS 

No 

132 

M-NS 

No 

137 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

K-S 

No 

507 

IS 

No 

504 

F-S 

No 

505 

F-NS 

No 

5or» 

F-S 

No 
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PM3006629937 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 15 of 11 I} 


Question 

Subject 

Number 

Subject 

Classification" 

Response 

A .2; Since the last time you were interviewed, have you used any of the following nicotine-containing products? 

Nicotine Patches 

O01 

r-s 

No 


002 

F-S 

No 


003 

F-S 

No 


004 

F-S 

No 


005 

F-S 

No 


006 

F-S 

No 


007 

F-S 

No 


008 

F-S 

No 


009 

F-S 

No 


on 

F-S 

No 


0i2 

F-S 

No 


01.3 

F-S 

No 


014 

F-S 

No 


015 

F-S 

No 


OI6 

F-S 

No 


on 

F-S 

No 


018 

F-S 

No 


019 

F-S 

No 


020 

F-S 

No 


021 

F-S 

No 


022 

F-S 

No 


021 

F-S 

No 


024 

F-S 

No 


025 

F-S 

No 


026 

F-S 

No 


027 

F-S 

No 


028 

F-S 

No 


029 

r-s 

No 


010 

F-S 

No 


031 

F-S 

No 


032 

F-S 

No 


033 

F-S 

No 


034 

F-S 

No 


035 

r-s 

No 


036 

M-S 

No 


037 

\1-S 

No 


" Subject Classification: M-NS=Malc. Non-Smoker: M-S=Malc. Smoker: F-NS - Female. Non-Smoker; F-S=Femak. Smoker. 
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PM3006629938 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 

(Page 36 Of 111) 


Question 


Subject Subject 

Number Clas sification" Re sponse 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine Patches 


038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

04 J 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

018 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

MS 

No 

057 

M-S 

No 

058 

M-S 

NO 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

NO 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

b-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 


B Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; P-NS= Female, Non-Smoker; F-$=Feinale. Smoker. 
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PM3006629939 


RSR 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
{Page 37 of 111) 


Question 


A.2: Since the last ti me you were interviewed, have you used any of I lie following nicotine-containing products? 
Nicotine Paiches 


a Subject Classification; M-NS=Male, Non-Smoker; M-S=Male. Smoker: F-NS= Female. Non-Smoker; F-S=Female, Smoker. 


Subject 

Number 

Subject 

■ Classification 1 ’ 

Response 

079 

F-NS 

No 

08(1 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

NO 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

Nd 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

NO 

100 

F-NS 

No 

lot 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

NO 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 
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PM3006629940 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 38 of 111) 


Que stion 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine Patches 


Nicotine Sprays 


Subject 

Number 

Subject 

Classification 5 ’ 

Response 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

nn 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 


3 Subject Classification: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker: F-S=Female, Smoker. 
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PM3006629941 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 39 of III) 


Question 


Subject Subject 

Number Classification* Response 


A,2: Since tbe fast time you were interviewed, have you used any of ibe following nicotine-containing products? 
Nicotine Sprays 


009 

r-s 

No 

on 

F-S 

No 

012 

F-S 

No 

013 

F-S 

No 

ni4 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

0IS 

F-S 

No 

019 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

NO 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

(144 

M-S 

No 


a Subject Classification: M-NS=Male. Non-Smoker; M-S-Male. Smoker; F-NS= Female. Non-Smoker; F-S=Fema!c, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 40 of Ill) 


Question 


Subject Subject 

Number Classification' 1 Response 


A.2: Since the last time yon were interviewed, have you used any of the following nicotine-containing products? 
Nicotine Sprays 


046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 


a Subject Classification: M-NS^Male, Non-Smoker: M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S=Femalc. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.5-14 

Weekly Survey by Question: Week 6 
(Page 41 of 111) 

Subject Subject 

Question ____ Number Classification* Re sponse 


A.2; Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine Sprays 


087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

too 

F-NS 

No 

10! 

F NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

121 

M-NS 

No 


* Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 


Draft 1: 24 July 2002 


Page I45HR of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 





PM3006629944 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-S450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 42 of 11 0 


Subject Subject 

Q uestion ___Number Cla ssification 8 Response 


A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 
Nicotine Sprays 


Other 


124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

Nu 

135 

M-NS 

No 

500 

K-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 

505 

F-NS 

No 

506 

F-S 

No 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

on 

F-S 

No 

012 

F-S 

No 

013 

F-S 

No 

014 

F-S 

No 

OI5 

F-S 

No 

016 

F-S 

No 

OI7 

F-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S _ Fema!e. Smoker. 
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PM3006629945 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing. 16.5-14 

Weekly Survey by Question: Week 6 
(Page 43 of 111) 


Subject Subject 

Question _____Number Classi fication 3 Response 

A. 2: Since the last time you weie interviewed, have you used any of the following nicotine-containing products? 


018 

F-S 

No 

019 

r-s 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 


4 Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS^ Female, Non-Smoker; F-S^Female, Smoker. 
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PM3006629946 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16-5-14 

Weekly Survey by Question: Week 6 
( Page 44 of 111) 


Subject Subject 

Question _ Number Classification" Response 


A.2: Since the last time you were interviewed, have you used any of the following nicoiine-comaining products? 
Other 


05 f> 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

083 

F-NS 

No 

086 

r-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-N$= Female, Non-Smoker; F-S _ Female, Smoker. 


Draft 1:24 July 2002 


Page 14591 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006629947 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 45 of 111) 


Subjecl Subject 

Question _'_ Number Cla ssification'' R esponse 

A.2: Since the last time you were interviewed, have you used any of the following nicotine-containing products? 


OPS 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

OPR 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

icn 

F-NS 

No 

104 

M-NS 

No 


II XU’ 


ICJ 

IVI-INJ 


106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

No 

in 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

ns 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 


0 Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS~ Female, Non-Smoker: F-S=Fema1e. Smoker. 
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PM3006629948 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey hy Question: Week 6 
(Page 46 of 111) 


Question 


Subject Subject 
N u mber Clas s ? fj c ation -1 Response 


A.2: Since the last time you were interviewed. have you used any of the following nicotine-containing products? 
Other 


1: How did yon arrive at this facility? 


152 

M-NS 

133 

M-NS 

134 

M-NS 

135 

M-NS 

500 

F-NS 

501 

F-NS 

502 

F-S 

503 

F-S 

504 

F-S 

505 

F-NS 

506 

T7 C* 
i -r? 


001 

F-S 

002 

F-S 

003 

F-S 

004 

F-S 

005 

F-S 

006 

F-S 

007 

F-S 

008 

F-S 

009 

F-S 

Oil 

F-S 

012 

F-S 

OI3 

F-S 

014 

F-S 

015 

F-S 

016 

F-S 

017 

F-S 

018 

F-S 

019 

F-S 

020 

F-S 

021 

F-S 

022 

F-S 

023 

F-S 

024 

F-S 


No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 


Car truck, or van 
Car. truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car. truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car, truck, or van 
Car. truck, or van 
Car. tmek. or van 
Car. truck, or van 


a Subject Classification: M-NS~Male. Non-Smoker; M-S=Male. Smoker: F-NS^ Female. Non-Smoker: F-S=Fcmale, Smoker. 
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PM3006629949 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5*14 

Weekly Survey by Question: Week 6 
(Page 47 of 111 > 


Subject Subject 

Question ___ Number Classification" Response 

1: How did you arrive at tliis facility? 


025 

F-S 

Car, truck, or van 

026 

F-S 

Car, truck, or van 

027 

F-S 

Car, truck, or van 

028 

F-S 

Car, tnick. or van 

029 

F-S 

Car. truck, or van 

030 

F-S 

Car, tnick. or van 

031 

F-S 

Car. Iiutk, ui van 

032 

F-S 

Car. truck, or van 

033 

F-S 

Car. truck, or van 

034 

F-S 

Car. truck, or van 

035 

F-S 

Car, truck, or van 

036 

M-S 

Car. truck, or van 

037 

M-S 

Car, truck, or van 

038 

M-S 

Car. truck, or van 

039 

M-S 

Car, truck, or van 

040 

M-S 

Car, truck, or van 

041 

M-S 

Walked the full distance 

042 

M-S 

Car, tnick. or van 

043 

M-S 

Car. tmek, or van 

044 

M-S 

Car, truck, or van 

045 

M-S 

Motorcycle 

046 

M-S 

Car, truck, or van 

047 

M-S 

Bike 

048 

M-S 

Car, tnick, or van 

049 

M-S 

Car, tnick, or van 

050 

M-S 

Car, truck, or van 

052 

M-S 

Car, tnick. or van 

054 

M-S 

Car, tnick. or van 

055 

M-S 

Car. truck, or van 

056 

M-S 

Car, truck, or van 

057 

M-S 

Car. tnick, or van 

058 

M-S 

Car. tnick, or van 

059 

M-S 

Car. truck, or van 

060 

M-S 

Car, truck, or van 

061 

M-S 

Car. truck, or van 

062 

M-S 

Car, tnick. or van 


a Subject Classification: M-NS-Male, Non-Smoker; M-S=Malc, Smoker; F-NS“ Female, Non-Smoker; F-$=Female, Smoker. 
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PM3006629950 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 48 of 111) 


Question 

Subject 

Number 

Subject 

Classification* 

Response 

1: How did you arrive at this feci lily? 

063 

M-S 

Car, truck, nr van 


065 

M-S 

Car, truck, or van 


067 

M-S 

Car. truck, or van 


068 

M-S 

Car, truck, or van 


069 

M-S 

Car, truck, or van 


071 

F-NS 

Car. truck, or van 


072 

F-NS 

Car, truck, or van 


073 

F-NS 

Car, truck, or van 


074 

F-NS 

Car, truck, or van 


075 

F-NS 

Car, truck, or van 


076 

F-NS 

Car. truck, or van 


077 

F-NS 

Car, truck, or van 


078 

F-NS 

Car, truck, or van 


079 

F-NS 

Car, truck, nr van 


080 

F-NS 

Car. truck, or van 


081 

F-NS 

Car, truck, or van 


082 

F-NS 

Car, truck, or van 


083 

F-NS 

Car, truck, or van 


084 

F-NS 

Car, truck, or van 


085 

F-NS 

Car. truck, or van 


086 

F-NS 

Car. truck, or van 


087 

F-NS 

Car, truck, or van 


088 

F-NS 

Car, truck, or van 


089 

F-NS 

Car, truck, or van 


090 

F-NS 

Car, truck, or van 


091 

F-NS 

Walked the lull distance 


092 

F-NS 

Car, truck, or van 


093 

F-NS 

Walked the full distance 


094 

F-NS 

Car, tnick, or van 


095 

F-NS 

Car, truck, or van 


096 

F-NS 

Car, Imck, or van 


097 

F-NS 

Car, truck, or van 


098 

F-NS 

Car, truck, or van 


099 

F-NS 

Car. Imck. or van 


100 

F-NS 

Car. imck. or van 


101 

F-NS 

Car, truck, or van 


3 Subject Classification: M-NS=Male, Non-Smoker: M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S^Female, Smoker. 
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PM3006629951 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Question 


How did you arrive at this facility? 


Listing IG.5-14 

Weekly Survey by Question; Week 6 
(Page 49 of 111) 


Subject 

Number 

Subject 

Classification 3 

Response 

102 

F-NS 

Car. truck. or van 

103 

F-NS 

Car. truck, or van 

104 

M-NS 

Walked ihe full distance 

105 

M-NS 

Bike 

106 

M-NS 

Car. truck, or van 

107 

M-NS 

Car, truck, or van 

108 

M-NS 

Car. truck, or van 

109 

M-NS 

Car, truck, or van 

110 

M-NS 

Car truck, or van 

Ml 

M-NS 

Car. truck, nr van 

M2 

M-NS 

Car. truck, or van 

114 

M-NS 

Car. tnick. or van 

115 

M-NS 

Car. truck, or van 

116 

M-NS 

Car, truck, or van 

1 17 

M-NS 

Cor. truck, or van 

I 18 

M-NS 

Car. truck, or van 

119 

M-NS 

Car. truck, or van 

120 

M-NS 

Car, truck, or van 

121 

M-NS 

Car, truck, or van 

122 

M-NS 

Car, truck, or van 

123 

M-NS 

Car, truck, or van 

124 

M-NS 

Walked the full distance 

125 

M-NS 

Car, trick, or van 

12G 

M-NS 

Car, truck, or van 

127 

M-NS 

Car, truck, or van 

128 

M-NS 

Walked the lull distance 

129 

M-NS 

Car, truck, or van 

130 

M-NS 

Cat, tiuck, ui van 

131 

M-NS 

Car, truck, or van 

132 

M-NS 

Car, truck, or van 

133 

M-NS 

Car, truck, or van 

134 

M-NS 

Bike 

135 

M-NS 

Walked the full distance 

500 

F-NS 

Car, truck, or van 

501 

F-NS 

Car. truck, or van 

502 

F-S 

Car, truck, or van 


* Subject Classification: M-NS^Male. Non-Smoker: M-S~Male. Smoker: F-NS= Female, Non-Smoker; F-S= Female. Smoker. 
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PM3006629952 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 50 of 111) 


Question 


Subject Subject 

Number Classification 8 Response 


1: How did you arrive al this facility? 


2: What was your primary activity iti the last 8 to 10 hours? 


503 

F-S 

Car, truck, or van 

504 

F-S 

Car, truck, or van 

505 

F-NS 

Car, truck, or van 

506 

F-S 

Car, truck, or van 


001 

F-S 

Sleeping 

002 

F-S 

Sleeping 

003 

F-S 

Sleeping 

004 

F-S 

NON-workday activities 

005 

F-S 

Sleeping 

006 

F-S 

Sleeping 

007 

F-S 

Sleeping 

008 

F-S 

Sleeping 

009 

F-S 

Working at your employment 

Oil 

F-S 

NON-workday activities 

012 

F-S 

Sleeping 

on 

F-S 

Sleeping 

014 

F-S 

Sleeping 

015 

F-S 

Sleeping 

016 

F-S 

Sleeping 

017 

F-S 

Sleeping 

018 

F-S 

Working at your employment 

019 

F-S 

Working at your employment 

020 

F-S 

NON-workday activities 

021 

F-S 

NON-workday activities 

022 

F-S 

Sleeping 

023 

F-S 

NON-workday activities 

024 

F-S 

Sleeping 

025 

F-S 

Sleeping 

026 

F-S 

Sleeping 

027 

F-S 

NON-workday activities 

028 

F-S 

Sleeping 

029 

F-S 

Sleeping 

030 

F-S 

Sleeping 

031 

F-S 

Sleeping 


a Subject Classification: M-NS^Male, Non-Smoker; M-S=Ma1e. Smoker, F-NS^ Female. Non-Smoker; F-S^-Female, Smoker. 
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PM3006629953 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 51 of 111) 

Subject Subject 

Question ......... Number Cla ssification' 1 Response 

2: What was your primary activity in the last 8 to 10 hours? 


on 

F-S 

Sleeping 

033 

F-S 

Sleeping 

034 

F-S 

Working at your employment 

035 

F-S 

NON-workday activities 

036 

M-S 

Working at your employment 

037 

M-S 

Sleeping 

038 

M-S 

Sleeping 

039 

M-S 

Sleeping 

040 

M-S 

Sleeping 

041 

M-S 

Sleeping 

042 

M-S 

.Working at your employment 

043 

M-S 

Sleeping 

044 

M-S 

Working ai your employment 

045 

M-S 

Sleeping 

046 

M-S 

Sleeping 

047 

M-S 

NON-workday activities 

048 

M-S 

Sleeping 

049 

M-S 

Sleeping 

050 

M-S 

Sleeping 

052 

M-S 

Sleeping 

054 

M-S 

Working at your employment 

055 

M-S 

Sleeping 

056 

M-S 

Sleeping 

057 

M-S 

Sleeping 

058 

M-S 

Sleeping 

059 

M-S 

Sleeping 

060 

M-S 

Sleeping 

061 

M-S 

Working at your employment 

062 

M-S 

NON-workday activities 

063 

M-S 

Working at your employment 

(165 

M-S 

Sleeping 

067 

M-S 

Sleeping 

068 

M-S 

NON-wuikdiiy acliviiies 

069 

M-S 

Sleeping 

0?( 

F-NS 

Steeping 

072 

F-NS 

Sleeping 


a Subject Classification: M-NS=Male. Non-Smoker; M-S^M ale. Smoker; F-NS= Female, Non-Smoker: F-S-Fcmale, Smoker. 
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PM3006629954 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 52 of 111) 


Subject Subject 

Question _ Number Classification 1 Response 

2: What was your primary activity in the last 8 to 10 hours? 


073 

F-NS 

Sleeping 

074 

F-NS 

Sleeping 

075 

F-NS 

Sleeping 

076 

F NS 

Working at your employment 

077 

F-NS 

NON-workday activities 

078 

F-NS 

Sleeping 

079 

F-NS 

Sleeping 

080 

F-NS 

Working at your employment 

081 

F-NS 

NON-workday activities 

082 

F-NS 

Sleeping 

083 

F-NS 

ci_:_ 

Sleeping 

084 

F-NS 

Sleeping 

085 

F-NS 

Sleeping 

086 

F-NS 

Sleeping 

087 

F-NS 

Sleeping 

088 

F-NS 

Sleeping 

089 

F-NS 

Working at your employment 

090 

F-NS 

Sleeping 

091 

F-NS 

Sleeping 

092 

F-NS 

Sleeping 

093 

F-NS 

Sleeping 

094 

F-NS 

Sleeping 

095 

F-NS 

Sleeping 

096 

F-NS 

NON-workday activities 

097 

K-NS 

Sleeping 

098 

F-NS 

Working at your employment 

099 

F-NS 

Sleeping 

100 

F-NS 

Sleeping 

101 

F-NS 

Sleeping 

102 

F-NS 

Working al your employment 

103 

F-NS 

Sleeping 

104 

M-NS 

Sleeping 

105 

M-NS 

Sleeping 

106 

M-NS 

Working at your employment 

107 

M-NS 

Sleeping 

108 

M-NS 

Sleeping 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S^Female. Smoker. 
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PM3006629955 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 53 of 111) 


Question 


2: What was your primary activity in the Iasi 8 to 10 hours? 


3: In the past 3 days, have you smoked manufactured cigarettes on a regular basis? That is, have you smoked at least 1 cigarette per day? 


Subject Subject 

Number Classification 11 Response 


109 

M-NS 

NON workday activities 

110 

M-NS 

Sleeping 

Ml 

M-NS 

Sleeping 

M2 

M-NS 

Sleeping 

M4 

M-NS 

Sleeping 

115 

M-NS 

Working at your employment 

116 

M-NS 

Sleeping 

117 

M NS 

Sleeping 

IIS 

M-NS 

NON-workday activities; 

119 

M-NS 

Sleeping 

t/lA 

I^VI 

M-NS 

Sleeping 

121 

M-NS 

Sleeping 

122 

M-NS 

Sleeping 

123 

M-NS 

Sleeping 

124 

M-NS 

Sleeping 

125 

M-NS 

Sleeping 

126 

M-NS 

NON-workday activities 

127 

M-NS 

Working at your employment 

12R 

M-NS 

Working at your employment 

129 

M-NS 

Working at your employment 

130 

M-NS 

Sleeping 

131 

M-NS 

Sleeping 

132 

M-NS 

Sleeping 

133 

M-NS 

Sleeping 

134 

M-NS 

Sleeping 

135 

M-NS 

Sleeping 

500 

F-NS 

Sleeping 

501 

F-NS 

NON-workday activities 

502 

F-S 

Sleeping 

503 

F-S 

Sleeping 

504 

F-S 

Sleeping 

505 

F-NS 

Sleeping 

506 

F-S 

NON-workday activities 

001 

F-S 

Yes 


a Subject Classification: M-NS=Malc, Non-Smoker: M-S-Malc. Smoker; F-NS= Female. Non-Smoker, F-S^Femalc, Smoker. 
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PM3006629956 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 54 of (f I) 


Subject Subject 

Question _ ____ _ Number Classi fication 1 Res ponse 


3: hi the past 3 days, have yon smoked manufactured cigarettes on a regular basis? That is, have you smoked at least I cigarette per day? 


002 

F-S 

Yes 

003 

F-S 

Yes 

004 

F-S 

Yes 

005 

F-S 

Yes 

006 

F-S 

Yes 

007 

F-S 

Yes 

008 

F-S 

Yes 

009 

F-S 

Yes 

Oil 

F-S 

Yes 

012 

F-S 

Yes 

013 

F-S 

i £5 

014 

IS 

Yes 

OI5 

F-S 

Yes 

016 

F-S 

Yes 

OI7 

F-S 

Yes 

018 

F-S 

Yes 

019 

F-S 

Yes 

020 

F-S 

Yes 

021 

F-S 

Yes 

022 

F-S 

res 

023 

r-s 

Yes 

024 

F-S 

Yes 

025 

F-S 

Yes 

026 

F-S 

Yes 

027 

F-S 

Yes 

028 

F-S 

Yes 

029 

F-S 

Yes 

030 

F-S 

Yes 

031 

F-S 

No 

032 

F-S 

Yes 

033 

F-S 

No 

034 

F-S 

Yes 

035 

F-S 

Yes 

036 

M-S 

Yes 

037 

M-S 

Yes 

038 

M-S 

Yes 


a Subject Classification: M-NS=Ma1e, Non-Smoker; M-S-Male, Smoker; F-NS= Female, Non-Smoker, F-S- Female, Smoker, 
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PM3006629957 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 55 of 111) 


Subject Subject 

Question ___ ____ N umber Classification* Response 


3; In the past 3 days, have you smoked manufactured cigarettes on a regular basts? That is, have you smoked at least I cigarette per day? 


4: Within the past 3 days, or average, how many cigarettes did you smoke per day? 


039 
040 
041 
042 
043 
044 
045 
04 G 
047 
048 
049 
050 
052 
055 
056 
057 
058 
059 
060 
061 
062 
063 
065 
067 
068 
069 

502 

503 

504 
506 


001 

002 

003 

004 


M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

fvi-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

M-S 

MS 

M-S 

M-S 

M-S 

M-S 

F-S 

F-S 

F-S 

F-S 


F-S 

F-S 

F-S 

F-S 


Yes 

Yes 

Yea 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

No 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 

Yes 


17 

20 

5 

12 


s Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!c, Smoker; F-NS= Female. Non-Smoker; F-S-^Femalc. Smoker. 
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PM3006629958 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 56 of 111) 


Subject Subject 

Question ______ Number Classification” Response 

4: Within the past 3 days, on average, how many cigarettes did you smoke per day? 


005 

r-s 

4 

006 

F-S 

20 

007 

F-S 

20 

008 

F-S 

20 

009 

F-S 

12 

on 

F-S 

25 

012 

F-S 

11 

013 

F-S 

20 

014 

F-S 

17 

015 

F-S 

7 

016 

F-S 

20 

017 

r-s 

25 

018 

F-S 

10 

019 

F-S 

4 

020 

r-s 

30 

021 

F-S 

5 

022 

F-S 

20 

023 

F-S 

7 

024 

F-S 

12 

025 

F-S 

20 

026 

F-S 

20 

027 

F-S 

12 

028 

F-S 

20 

029 

F-S 

15 

030 

F-S 

20 

032 

F-S 

10 

034 

F-S 

13 

035 

F-S 

20 

036 

M-S 

18 

037 

M-S 

16 

038 

M-S 

20 

039 

M-S 

40 

040 

M-S 

6 

041 

M-S 

12 

042 

M-S 

19 

043 

M-S 

24 


a Subject Classification: M-NS=Mafe. Non-Smoker; M-S=Malc. Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006629959 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page57 of Ml) 


Question 

Subject 

Number 

Subject 

Classification" 

Response 

4: Within tlie past 3 days, on average* how many cigarettes did you smoke per day? 





044 

M-S 

10 


045 

M*S 

S 


046 

M-S 

20 


047 

M-S 

7 


048 

M-S 

10 


049 

M-S 

16 


059 

M-S 

3 


052 

M S 

13 


055 

M-S 

20 


056 

MS 

2 


057 

M-S 

'V/l 

2.1) 


058 

M-S 

10 


059 

iVI-S 

22 


060 

M-S 

15 


061 

MS 

CANT ANSWER 


062 

MS 

30 


063 

M-S 

14 


067 

M-S 

5 


068 

M-S 

20 


069 

M-S 

15 


502 

F-S 

13 


503 

F-S 

16 


504 

F-S 

30 


506 

F-S 

3 

5: For the most pan, did you smoke your usual brand of cigarettes (your PREFERRED BRAND)? 





001 

F-S 

Vo 


002 

F S 

Yes 


003 

F-S 

Yes 


004 

F-S 

Yes 


005 

F-S 

Yes 


006 

F-S 

Yes 


007 

F-S 

Yes 


008 

F-S 

Yes 


009 

F-S 

Yes 


011 

F-S 

Yes 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS= Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006629960 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-14 

Weekly Survey by Question: Week 6 
(Page 58 of MI) 


Subject Subject 

Question _ Number Classification* 1 Response 


5: For the most port, did you smoke your usual brand of cigarettes (your PREFERRED BRAND)? 


012 

F-S 

Yes 

013 

P-S 

Yes 

014 

F-S 

Yes 

015 

F-S 

Yes 

016 

F-S 

Yes 

017 

F-S 

Yes 

018 

F-S 

Yes 

019 

F-S 

Yes 

020 

F-S 

Yes 

021 

F-S 

Yes 

022 

F-S 

Yes 

023 

F-S 

Yes 

024 

r-s 

Yes 

025 

F-S 

Yes 

026 

F-S 

Yes 

027 

F-S 

Yes 

028 

F-S 

Yes 

029 

F-S 

Yes 

030 

F-S 

Yes 

032 

F-S 

Yes 

035 

F-S 

Yes 

036 

M-S 

Yes 

037 

M-S 

Yes 

038 

M-S 

Yes 

039 

M-S 

Yes 

040 

M-S 

Yes 

041 

M-S 

Yea 

042 

M-$ 

Yes 

043 

M-S 

Yes 

044 

M-S 

Yes 

045 

M-S 

Yes 

046 

M-S 

NO-CAMEL LIGHTS 

047 

M-S 

Yes 

048 

M-S 

Yes 

049 

M-S 

Yes 

050 

M-S 

Yes 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S^Pemale, Smoker. 
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PM3006629961 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week ( 
(Page 59 ofl II) 


Subject Subject 

Question __ _ Numb er Cla ssification 11 Response 


For the most part, did you smoke your usual brand of cigarettes (your PREFERRED BRAND)? 

052 

M-S 

Yes 


056 

M'S 

Yes 


057 

M-S 

Yes 


058 

M-S 

Yes 


059 

M-S 

Yes 


060 

M-S 

Yes 


061 

M-S 

CANT ANSWER 


062 

MS 

Yes 


063 

M-S 

Yes 


067 

M-S 

Yes 


nto 

uuo 

u c 

17|'J 

Yes 


069 

M-S 

Yes 


502 

F-S 

Yes 


503 

F-S 

Yes 


504 

F-S 

Yes 


506 

F-S 

Yes 

Indicate any changes in the way that you smoked since your last interview. (Select all that apply.) 




Changed brands 

055 

M-S 

X 


061 

M-S 

X 

Reduced the number of ergarettes smoked 

021 

F-S 

X 


023 

F-S 

X 


024 

F-S 

X 


027 

F-S 

X 


038 

M-S 

X 


045 

M-S 

X 

Increased the number of cigarettes smoked 

025 

F-S 

X 


035 

F-S 

X 

No change 

001 

F-S 

X 


002 

F-S 

X 


003 

F-S 

X 


004 

F-S 

X 


005 

F-S 

X 


a Subject Classification: M-NS _ Male. Non-Smoker; M-S=Mate, Smoker; F-NS= Female, Non-Snnokcn F-S=Fcmalc, Smoker. 
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PM3006629962 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 60 of 111) 


Subject Subject 

Question ________ Number Classification* 1 Response 

6: Indicate any changers in the way that you smoked since your last interview. (Select all that apply. > 


006 

F-S 

X 

007 

F-S 

X 

008 

F-S 

X 

009 

F-S 

X 

011 

F-S 

X 

012 

F-S 

X 

on 

F-S 

X 

014 

r-s 

X 

015 

F-S 

X 

016 

F-S 

X 

017 

F-S 

X 

018 

F-S 

X 

019 

F-S 

X 

020 

F-S 

X 

022 

F S 

X 

026 

F-S 

X 

028 

F-S 

X 

029 

F-S 

X 

030 

F-S 

X 

032 

F-S 

X 

034 

F-S 

X 

036 

M-S 

X 

037 

M-S 

X 

039 

M-S 

X 

040 

M-S 

X 

041 

M-S 

X 

042 

M-S 

X 

043 

M-R 

X 

044 

M-S 

X 

046 

M-S 

X 

047 

M-S 

X 

048 

M-S 

X 

049 

M-S 

X 

050 

M-S 

X 

052 

M-S 

X 

056 

M-S 

X 


a Subject Classification: M-NS=Mak, Non-Smoker; M-S=Ma1e, Smoker; F-NS= Female. Non-Smoker; F-S - Fema!e. Smoker. 
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PM3006629963 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 61 of 111) 


Questio n 


Subject Subject 

Number Cl assification 8 Res ponse 


6: Indicate any changes in the way that you smoked since your last interview. (Select all that apply.) 

No change 


7: In the past 3 days did you smoke other brands than your PREFERRED BRAND? 


057 

M-S 

X 

058 

M-$ 

X 

059 

M-S 

X 

060 

M-S 

X 

062 

M-S 

X 

063 

M-S 

X 

(167 

M-S 

X 

068 

M-S 

X 

069 

M-S 

X 

502 

F-S 

X 

503 

F-S 

X 

504 

F-S 

X 

596 

F-S 

X 


001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

No 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

018 

F-S 

No 

019 ‘ 

K-S 

No 

020 

K-S 

No 

021 

F-S 

No 

022 

F-S 

Nr> 


a SubjectClassificalion.: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S=Femate. Smoker. 
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PM3006629964 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 62 nf 111) 


Subject Subject 

Question _ Number C lassi(1 c ation 3 Res ponse 

7; In the past 3 days did you smoke other brands lhan your PREFERRED BRAND? 


023 

F-S 

No 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

F-S 

No 

030 

F S 

No 

032 

' F-S 

No 

034 

F-S 

Yes 

/or. 

IT O 

XI, 

U.1J 

l-ll 

1W 

036 

M-$ 

No 

037 

M-S 

No 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

Yes 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

055 

M S 

Yer, 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

CANT ANSWER 

062 

M-S 

No 

063 

M-S 

No 


a Subject Classification: M-NS=Malc, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; P-S=Female. Smoker. 
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PM3006629965 


RSR w 

Protocol No. PM-S450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 

(Page 6.1 of 111) 


Question 

Subject 

Number 

Subject 

Classification’’ 

Response 

7: In the past 3 days did you smoke orher brands than your PREFERRED BRAND? 


067 

M-S 

No 


068 

M-S 

No 


059 

M-S 

No 


502 

F-S 

No 


503 

F-S 

No 


504 

F-S 

No 


506 

F-S 

No 

8: How many different brands did you smoke other than your PREFERRED BRAND in the last .1 days? 


034 

F-S 

1 


046 

M-S 

i 


055 

M-S 

i 


061 

M-S 

CANT ANSWER 

9: What is the full name tins alternate brand of cigarettes you smoked in the last 3 days? (Referred Co as "ALTERNATE BRAND" 

For Brand Number 1 

for the following questions.) 

034 

F-S 

MARLBORO ULTRA LIGHTS 


046 

M-S 

CAMEL LIGHTS 


055 

VIS 

BASIC ULTRA LIGHTS 


061 

M-S 

CANT ANSWER 

10: Is this ALTERNATE BRAND (from Question 9) full flavor, mi Ids. lights, or ultra lights? 

For Brand Number 1 


034 

F-S 

Ultra lights 


046 

M-S 

Lights 


055 

M-S 

Ultra lights 


061 

M-S 

CANTANSWER 

11: Is this ALTERNATE BRAND (from Question 9) menthol or non-menthol? 

For Brand Number 1 


034 

F-S 

Non-menthol (regular) 


046 

M-S 

Non-menthol (regular) 


055 

M-S 

Non-menthol (regular) 


061 

M-S 

CAN’T ANSWER 

12: Is the length of this ALTERNATE BRAND (from Question 9) king size or shorter. 100s. or 120s? 

For Brand Number 1 


034 

F-S 

King si/e nr shorter 


J Subject Classification: M-NS=Mafe. Non-Smoker: M-S^Vfalc. Smoker; F-N'S^ Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006629966 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 64 of III) 


Qu estion _ 

12: Is the length of this A LTERNATE BRAND (from Question 9) king size or shorter, 100s, or 120s? 
For Brand Number 1 


13: Is this ALTERNATE BRAND (from Question 9) usually soft pack or box? 
For Brand Number I 


14: Is this ALTERNATE BRAND (from Question 9) filtered or non-filtered? 
For Braird Number 1 


15: How many of the ALTERNATE BRAND (from Question 9) did you smoke in the last 3 days? 
For Brand Number I 


16; Within the last 3 days, did you work indoors or in an enclosed space where you were exposed to tobacco smoke of others? 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S^Female. Smoker. 


Subject Subject 

Number Classification* Response 


046 

M-S 

King size or shorter 

055 

M-S 

King size or shorter 

061 

M-S 

CANT ANSWER 


034 

r-s 

Dox 

046 

M-S 

Box 

055 

M-S 

Sofi pack 

061' 

M-S 

CANT ANSWER 


034 

r s 

Filtered 

046 

M-S 

Filtered 

055 

M-S 

Filtered 

061 

M-S 

CANT ANSWER 


034 

F-S 

39 

046 

M-S 

57 

055 

M-S 

1 

061 

M-S 

CANT ANSWER 


001 

r-s 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

r-s 

No 

005 

F-S 

No 

006 

F-S 

No 

007 

r-s 

NO 

008 

F-S 

No 

009 

F-S 

No 
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PM3006629967 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 10.5-14 

Weekly Survey by Question: Week 6 
(Page 05 of 111) 


Subject Subject 

Question __ Number Classification* Response 

16: Within the last 3 days, did you work indoors or in an enclosed space where you were exposed to tobacco smoke of others? 


Oil 

F-S 

No 

012 

F-S 

Nn 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

r-s 

No 

018 

F-S 

No 

019 

F-S 

Yes 

020 

F-S 

No 

02! 

F-S 

No 

022 

F-S 

No 

023 

F-S 

Yes 

024 

F-S 

No 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

No 

028 

F-S 

No 

029 

K-S 

No 

030 

F-S 

No 

031 

F-S 

No 

032' 

F-S 

No 

033 

F-S 

No 

034 

F-S 

. No 

035 

F-S 

Yes 

036 

M-S 

No 

037 

M-S 

Yes 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 


a Subject Classification; M-NS=Malc, Non-Smoker; M-S=Mafe. Smoker; F-NS- Female, Non-Smoker; F-S _ Fetnale. Smoker. 
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PM3006629968 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 10.5-14 

Weekly Survey hy Question: Week 6 
(Page 66 of 11 0 


Question 


16; Within the last 3 days, did you work indoors or in an enclosed space where you were exposed lu tobacco smoke of others? 


a Subject Classification: M-NS=Male, Non-Smoker; M-S _ Male, Smoker: F-NS= Female. Non-Smoker; F-S=Fcma!c, Smoker. 


Subject 

Number 

Subject 

Classification® 

Response 

047 

M-S 

No 

048 

M-S 

No 

049 

M-S 

No- 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

0.55 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

No 

061 

M-S 

NO 

062 

M-S 

Nu 

063 

M-S 

No 

065 

M-S 

Nn 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

NO 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

0X7 

F-NS 

No 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


x 


Listing 16.5-14 

Weekly Survey hy Question: Week 6 
(Page 67 of Ml) 


Subject Subject 

Question _ Number Classification 3 Response 

16; Within the last 3 days, did you work indoors or in an enclosed space where you were exposed to tohacco smoke of others? 


OSS 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

No 

097 

F-NS 

No 

WS 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

Yes 

I0« 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS 

Yes 

111 

M-NS 

No 

112 

M-NS 

No 

114 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

NO 

117 

M-NS 

No 

1 IS 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 


* Subject Classification: M-NS=Male, Non-Smoker, M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-$=Female, Smoker. 
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RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

WeeLIv Survey by Question: Week 6 
(Page 68 of IT n 


Que stion 


Subject Subject 

Number Classification'’ Response 


16: Within the last 3 days, did you work indoors or in an enclosed space where you were exposed to tobacco smoke of others? 


125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

1.11 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

i.i e 
i 

M-NS 

No 

500 

F-NS 

Yes 

501 

F-NS 

No 

502 

F-S 

No 

501 

F-S 

No 

504 

F-S' 

No 

505 

F-NS 

No 

506 

F-S 

No 


17: Over the past 3 days, how many jobs have you worked at in which you were exposed to the tobacco smoke of other smokeis indoors or in an enclosed space on a regular basis? 


010 

F-S 

023 

F-S 

035 

F-S 

037 

M-S 

107 

M-NS 

lit) 

M-NS 

500 

T-NS 


18: During which of the last 3 days were you exposed to tobacco smoke from others at this workplace indoors or in an enclosed space? 
For Job Number 1 


019 

F-S 

No 

(123 

F-S 

Yes 

035 

F-S 

No 

037 

M-S 

Yes 

107 

M-NS 

Yes 

110 

M-NS 

Yes 


i Subject Classification: M-NS=Ma1e, Non-Smoker; M-S=Ma1e. Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 


s' 
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Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 69 of III) 


Question 

Subject 

Number 

Subject 

Classification 0 Response 

18: During which of the Iasi 3 days were you exposed to lobacco smoke from others at this workplace indoors or in an enclosed space? 




For Job Number 1 

Day 1 

500 

F-NS 

No 

Day 2 

019 

F-S 

Yes 

023 

F-S 

Yes 


035 

F-S 

No 


037 

M-S 

Yes 


107 

M-NS 

Yes 


no 

Vi-NS 

Yes 


500 

F-NS 

No 

Day 3 

019 

F-S 

Yes 


023 

F-S 

NO 


035 

F-S 

Yes 


037 

M-S 

No 


107 

M-NS 

No 


110 

M-NS 

Yes 


500 

F-NS 

Yes 

19: Fur liow long each clay cm average during the last 3 days were you regularly exposed to tobacco smoke at This workplace indoors or in an enclosed space? 

For Job Number 1 


019 

F-S 

i a 


023 

F-S 

7 


035 

F-S 

4 


037 

M-S 

2 1/2 


107 

M-NS 

8 


110 

M-NS 

6 


500 

F-NS 

5 

20: Would you say that the amount of tobacco smoke to which you were exposed in this workplace indoors or in an enclosed space was usually light, moderate, or heavy in the last 3 days? 

For Job Number 1 


019 

F-S 

Moderate 

j 

023 

F-S 

Moderate 


035 

F-S 

Moderate 


037 

M-S 

Light 


107 

M-NS 

Heavy 


a Subject Classification: M-NS=Malc, Non-Smoker; M-S-Male, Smoker; F-NS= Female. Non-Smoker; F-$=Femafe, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1ft.5-14 

Weekly Survey by Question: Week ft 
(Page 70 of I I I) 


Subject 

Question Number 

Subject 

Classification’ 

Response 

20: Would you say that the amount of lofoacco smoke to which you were exposed in this workplace indoors or in an enclosed space was usually light, moderate, or heavy in the Iasi 3 days? 

For Job Number 1 



MO 

M NS 

Moderate 

500 

FA'S 

1 .iuht 

21: Do you live with someone in a marital type relationship? 



001 

F-S 

Yes 

002 

F-S 

No 

003 

r-s 

No 

004 

F-S 

Yes 

005 

F-S 

Yes 

OOft 

F-S 

No 

007 

F-S 

No 

008 

F-S 

Yes 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

Yes 

013 

F-S 

No 

014 

F-S 

Yes 

015 

F S 

Yes 

016 

F-S 

Yes 

017 

F-S 

No 

018 

F-S 

Yes 

019 

F-S 

Yes 

020 

F-S 

Yes 

021 

F-S 

No 

022 

F-S 

No 

023 

F-S 

Yes 

024 

F-S 

Yes 

025 

F-S 

No 

026 

F-S 

No 

027 

F-S 

Yes 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

Yes 

031 

F-S 

No 

032 

F-S 

Yes 


0 Subject Classification: M-NS^Male. Non-Smoker; M-S=Ma1e. Smoker; F-N$~ Female. Non-Smoker; F-S^Female. SmokcT. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 71 of 111) 


Question 


Subject Subject 

Number Classification' 1 Res po n se 


21: Do you live with someone in a marital type relationship? 


033 

F-S 

Yes 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

Yes 

037 

MS 

Yes 

03 X 

M-S 

Yes 

039 

M-S 

Yes 

040 

M R 

Yes 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

Yes 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

Yes 

047 

M-S 

No 

048 

M-S 

Yes 

049 

M-S 

Yes 

050 

M-S 

Yes 

052 

M-S 

Yes 

054 

M-S 

Yes 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

Yes 

059 

MS 

Yes 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

Yes 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

069 

M-S 

NO 

071 

F-NS 

Yes 

072 

F-NS 

Yes 

.073 

F-NS 

Yes 


a Subject Classification: M-NS _ Male. Non-Smoker; M-S=Ma!e r Smoker; F-N$= Female. Non-Smoker; F-S^Fcmalc, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1(5.5-14 

Weekly Survey by Question: Week 6 
(Page 72 nfl 11) 


Subject Subject 

Question __ _ _ Number Cl assification 3 Response 

21; Do you live with someone in a marital type relationship? 


074 

K-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

Yes 

078 

F-NS 

Yes 

079 

F-NS 

No 

080 

F-NS 

No 

0RI 

F-NS 

Yes 

0fi2 

F-NS 

No 

083 

F-NS 

Yes 

uo*t 

F-NS 

No 

085 

F-NS 

Yes 

086 

F-NS 

Yes 

087 

F-NS 

Yes 

088 

F-NS 

Yes 

089 

F-NS 

Yes 

090 

F-NS 

Yes 

091 

F-NS 

No 

092 

F-NS 

Yes 

093 

F-NS 

No 

094 

F-NS 

Yes 

095 

F-NS 

Yes 

096 

F-NS 

Yes 

097 

F-NS 

Yes 

098 

F-NS 

No 

099 

F-NS 

Yes 

100 

F-NS 

No 

101 

F NS 

Yes 

102 

F-NS 

Yes 

103 

F-NS 

No 

104 

M NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

Yes 


a Subject Classification: M-NS=Ma1e, Non-Smoker: M-S-Male, Smoker; F-NS=- Female, Non-Smoker; F-S^-Female. Smoker. 
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Source: https://www.i 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 73 of 11 I) 


Subject Subject 

Number Classification' 1 Response 


110 

M-NS 

Yes 

III 

M-NS 

Yes 

112 

M-NS 

Yes 

114 

M-NS 

No 

115 

M-NS 

Yes 

IIS 

M NS 

No 

117 

M-NS 

No 

118 

M-NS 

Yes 

119 

M-NS 

Yes 

120 

M-NS 

Yes 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

Yes 

124 

M-NS 

No 

125 

M-NS 

YC3 

126 

M-NS 

Yes 

127 

M-NS 

Yes 

128 

M-NS 

Yes 

129 

M-NS 

Yes 

130 

M-NS 

Yes 

111 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

Yes 

134 

M-NS 

No 

1.35 

M-NS 

No 

500 

F-NS 

No 

50! 

F-NS 

Yes 

502 

r-s 

Yes 

503 

F-S 

Yes 

504 

F-S 

Yes 

505 

F-NS 

Yes 

506 

F-S 

Yes 


001 

F-S 

No 

004 

F-S 

Yes 


r; F-S=Female. Smoker 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 74 of 111) 


Question _ 

22; Ai home, did your spuuse/partner smoke in your presence during the past 3 days'? 


Subject 

Number 

Subject 

Classification 1 

Response 

005 

F-S 

Yes 

008 

F S 

No 

012 

F-S 

Yes 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

018 

F-S 

NO 

019 

r-s 

No 

020 

K-S 

No 

023 

F-S 

No ' 

024 

F-S 

No 

027 

F-S 

No 

030 

F-S 

Yes 

032 

F-S 

Yes 

033 

F-S 

No 

036 

M-S 

No 

037 

M-S 

Yes 

038 

M-S 

No 

039 

M-S 

No 

040 

M-S 

No 

043 

M-S 

Yes 

046 

M-S 

No 

048 

MS 

No 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

Yes 

054 

M-S 

NO 

058 

M-S 

Yes 

059 

M-S 

Yes 

063 

M-S 

No 

071 

F-NS 

No 

072 ' 

F-NS 

No 

073 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

081 

F-NS 

No 


a Subject Classification: M-NS=Male, Non-Smoker. M-S~Malc. Smoker, F-NS= Female, Non-Smoker; F-S=Femafe, Smoker 
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Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question; Week 6 
(Page 75 of f 11) 


Subject Subject 

Question _*___ Number .Classification" Response 

22; At home, did your spouse/parlrier smoke in your presence during the past 3 days? 


083 

F NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

NO 

090 

F-NS 

Nu 

092 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

r_vio 

No 

097 

F-NS 

No 

099 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

109 

M-NS 

No 

110 

M-NS 

Yes 

ill 

M-NS 

No 

112 

M-NS 

No 

115 

M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

123 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

Yes 

129 

M-NS 

No 

no 

M-NS 

No 

133 

M-NS 

No 

501 

F-NS 

No 

502 

F-S 

YCS 

503 

r-s 

No 

504 

F-S 

Yes 

505 

F-NS 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S=Fema!e. Smoker, 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 76 of 111) 


Question 

Subject 

Number 

Subject 

Classification* 

Response 

22: 

At home, did your spoil se/partner smoke in your presence during the past 3 days? 






506 

F-S 

No 

2?: 

What did your spouse/partner smoke in your presence in the last 3 days? 






004 

F-S 

Manufactured Cigarettes 



005 

F-S 

Manufactured Ciuarettes 



012 

F-S 

Cigars 



030 

r-s 

Manufactured Cigarettes 



032 

F-S 

Manufactured Cigarettes 



037 

M-S 

Manufactured Ciuarettes 



043 

M-S 

Manufactured Cigarettes 



052 

M-S 

M^nnftir'hirviH fijYJirPl I^S 



058 

M-S 

Manufactured Cigarettes 



039 

M-S 

Manufactured Cigarettes 



110 

M-NS 

Manufactured Cigarettes 



178 

M-NS 

Manufactured Cigarettes 



502 

F-S 

Manufactured Cigarettes 



504 

F-S 

Manufactured Cigarettes 

24: 

During the last 3 days, how often did your spouse/partner smoke PRODUCT (from Question 23) at home when you were together? 






004 

F-S 

Every day (all 3 days) 



005 

F-S 

Every day (all 3 days) 



032 

F-S 

Fvery day (all 3 days) 



030 

F-S 

Every dav (all 3 days) 



032 

F-S 

2 days 



037 

M-S 

Every day (all 3 days) 



043 

M-S 

1 dav 



052 

M-S 

2 days 



058 

M-S 

Every day (all 3 days) 



059 

M-S 

Every day (all 3 days) 



NO 

M-NS 

Every day (all 3 days) 



128 

M-NS 

Every dav (all 3 days) 



502 

F-S 

Every day (all 3 days) 



504 

F-S 

F.very day (all 3 days) 

25: 

In the last 3 days, on average how many PRODUCT (from Question 23) did your spnirse/partner smoke per day at home when you were tngethet? 






004 

F-S 

15 


a Subject Classification: M-NS=Male. Non-Smoker; M-S-Male, Smoker; F-NS= Female. Nun-Smoker; F-S=Femafe. Smoker. 


Draft 1: 24 July 2002 


Page 14623 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 




PM3006629979 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 77 of 111) 


Subject Subject 

Question _ __ __Number Classification* Response 

25: In the last 3 days, on average how many PRODUCT (from Question 23) did your spouse/partner smoke per day at home when you were together? 


005 

F-S 

6 

012 

F-S 

3 

030 

F-S 

4 

032 

F-S 

3 

037 

M-S 

5 

043 

M-S 

10 

052 

M-S 

1 

058 

M-S 

20 

059 

M-S 

13 

no 

M-NS 

25 

128 

M-NS 

2 

502 

F-S 

10 

504 

F-S 

15 


26: 


During the last 3 days, for how long each day on average were you exposed to your spouse/partner's tobacco smoke from PRODUCT (from Question 23) at home when you were together? 


004 

F-S 

10 

005 

F-S 

5 

012 

F-S 

2 

030 

F-S 

4 

032 

F-S 

3 

037 

M-S 

3 

043 

M-S 

6 - 

052 

M-S 

1/2 

058 

M-S 

15 

059 

M-S 

5 

110 

M-NS 

4 

128 

M-NS 

1/2 

502 

F S 

4 

504 

F-S 

6 


27: Over the past 3 days, have there been any changes in the amount your spouse/part Tier smoked PRODUCT (from Question 23) in your presence at home when you were together? 


004 

F-S 

No 

005 

F-S 

No 

012 

F-S 

No 

030 

F-S 

No 

032 

F-S 

No 


i1 Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S=Fcmale. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


P 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 78 of 1 11) 


Subject Subject 

Question _____Nu mber Classification 3 Response 


27: Over the past 3 days, have there been any dianges in the amount your spouse/p*irtiier smoked PRODUCT (from Question 23) ir your presence at home when you were together 0 

037 ’M-S No 

043 M-S No 

052 M-S No 

058 M-S No 

059 M-S No 

M0 M-NS No 

128 M-NS No 

502 F-S No 

504 F-S No 

30: Within the last 3 days, were you exposediu iolwceo smoke front persons otlici i'ian n spviiise/pariner who lived in Ihe same residence-or who visited regularly? 

001 F-S No 

002 T-S Yes 

003 F-S Yes 

004 F-S No 

005 F-S No 

006 F-S No 

007 F-S No 

008 F-S No 

009 F-S No 

Oil F-S No 

0t2 F-S No 

013 F-S No 

014 F-S No 

015 F-S No 

015 F-S No 

017 F-S No 

018 F-S No 

019 F-S No 

020 F-S No 

02! F-S No 

022 F-S No 

023 F-S NO 

024 F-S No 

025 F-S No 

026 F-S No 


a Subject Classification: M-NS=Mate, Non-Smoker; M-S^Ma1e r Smoker; F-NS^ Female, Non-Smoker; F-S=Femalc. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 79 of 111) 


Subject 

Question Number 

Subject 

Classification’' 

Response 

30; Within the last 3 days, were you exposed to tobacco smoke from persons other than a spouse/partner who lived in the same residence or who visited regularly? 

027 

F-S 

No 

028 

F-S 

Yes 

029 

F-S 

Yes 

030 

F-S 

No 

031 

F-S 

No 

032 

F-S 

No 

033 

F-S 

No 

034 

r-s 

No 

035 

F-S 

Yes 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

No 

ujy 

M-S 

No 

040 

M-S 

Yes 

041 

M-S 

No 

042 

M-S 

No 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

Yes 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

Yes 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

No 

060 

M-S 

Yes 

061 

M-S 

No 

062 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS^ Female, Non-Smoker; K-S=Female. Smoker. 
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PM3006629982 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


v 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page SO nf 111) 


Subject Subject 

Question ___ Number Classi fication' 1 Response 

30: Within the lust 3 days, were you exposed to tobacco srnoke from persons other I bail a spouse/p art ner who lived in the same residence or who visited regularly? 


067 

MS 

No 

068 

M-S 

Nr> 

069 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 

081 

F-NS 

No 

082 

F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F NS 

No 

096 

F-NS 

Nn 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

tot 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No' 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Mafe. Smoker; F-NS- female. Non-Smoker; F-S=Female, Smoker. 
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PM3006629983 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 81 of 111) 


Subject Subject 

Question ______ Number Cfassiflcation 3 R esponse^ 


30: Within the last 3 days, were you exposed to tobacco smoke from persons other lhan a spottse/partnet who lived in the same residence or who visited regularly? 


104 

M-N$ 

Yes 

105 

M-NS 

No 

10(i 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

110 

M-NS 

No 

111 

M-NS 

No 

M2 

M-NS 

No 

114 

M-NS 

No 

I.K 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 

1 18 

M-NS 

No 

1 19 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

130 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

No 

503 

F-S 

No 

504 

F-S 

No 


Subject Classification; M-NS^Male, Non-Smoker; M-S^Male. Smoker; F-NS^ Female, Non-Smoker; F-S= Female. Smoker. 
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PM3006629984 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 82 of 111) 


Question 


Subject Subject 

Number Classification* Response 


30: Within the last 3 days, were you exposed to tobacco smoke from persons other than a spousc/partner who lived in the same residence or who visited regularly? 


31: How many different people, not including a spouse/partner. exposed you to tobacco smoke in your home during the last 3 days? 


32: On which of the J 
For Pereon Number I 
Day 1 


Day 2 


505 

r-NS 

m 

506 

F-S 

No 

002 

F-S 

i 

003 

F-S 

i 

028 

F-S 

i 

029 

F-S 

i 

035 

F-S 

i 

040 

M-S 

i 


hA C 
l»l-0 

■ 

■ 

048 

M-S 

i 

060 

M-S 

\ 

104 

M-NS 

2 

yesterday. 



002 

F-S 

Yes 

003 

F-S 

No 

028 

F-S 

No 

029 

F-S 

Yes 

035 

F-S 

No 

040 

M-S 

No 

045 

M-S 

Yes 

048 

M-S 

Yes 

060 

M-S 

Yes 

104 

M-NS 

No 

002 

F-S 

Yes 

003 

F-S 

No 

028 

F-S 

Yes 

029 

F-S 

Yes 

035 

F-S 

No 

040 

M-S 

No 

045 

M-S 

Yes 

048 

M-S 

Yes 


3 Subject Classification: M-NS=Male. Non-Smoker. M-S-Male, Smoker: F-NS= Female. Non-Smoker: F-S-Fema!e. Smoker. 
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PM3006629985 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-84SQ 


Listing 16.5-14 

Weekly Survey by Question: Week 6 

(Page 83 off II) 


Subject Subject 

Question ____ Number Class ificati on 11 Res ponse 


32: On which of the last 3 days were you exposed to the tobacco smoke of this person at your home? Think of Day I as the beginning of the 3 days and Day ? as yesterday. 
For Person Number 1 


Day 2 

060 

M-S 

Yes 


104 

M-NS 

No 

Day 3 

002 

F-S 

Yes 


003 

F-S 

Yes 


028 

F-S 

Yes 


029 

F-S 

Yes 


035 

F-S 

Yes 


040 

M-S 

Yes 


045 

M-S 

Yes 


048 

M-S 

Yes 


060 

M-S 

Yes 


104 

M-NS 

Yes 

For Person Number 2 

Day 1 

104 

M-NS 

No 

Day 2 

104 

M-NS 

Yes 

Day 3 

104 

M-NS 

No 

33: What did this person smoke in your presence in the last 3 days? 

For Person Number l 


002 

F-S 

Manufactured Cigarettes 


003 

F-S 

Manufactured Cigarettes 


028 

F-S 

Manufactured Cigarettes 


029 

F-S 

Manufactured Cigarettes 


035 

F-S 

Manufactured Cigarettes 


1)40 

M-S 

Manufactured Cigarettes 


045 

M-S 

Manufactured Cigarettes 


048 

M-S 

Manufactured Cigarettes 


060 

M-S 

Manufactured Cigarettes 


104 

M-NS 

Manufactured Cigarettes 

For Person Number 2 


104 

M NS 

Mnnufacturcd Cigarettes 

34: In the last 3 days, how often did this person smoke PRODUCT (from Question 33) in your home when you were together? 

For Person Number 1 


002 

F-S 

EVERYDAY 


a Subject Classification: M-NS=Male. Non-Smoker; M-SHMale. Smoker; F-NS~ Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006629986 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 84 nf 111) 


Question 


Subject Subject 

Number Cl assification 1 Res ponse 


34: [n the last 3 days, how often did this person smoke PRODUCT (from Question 331 in your home when you were together? 
For Person Number I 


I IH l^l.lUll I1UII1L/VI L. 

35: On a typical day during the last 3 days, on average how many PRODUCT (from Question 331 did this person smoke in your home when you were together? 
For Person Number I 


For Person Number 2 


36: During the last 3 ■ 
For Person Number I 


003 

F-S 

1 tiny 

028 

F-S 

2 days 

029 

F-S 

EVERYDAY 

035 

F-S 

1 day 

040 

M-S 

1 day 

045 

M-S 

EVERYDAY 

048 

M-S 

EVERYDAY 

06ft 

M-S 

EVERYDAY 

104 

M-NS 

1 day 

104 

M-NS 

1 day 

002 

F-S 

8 

003 

F-S 

4 

028 

F-S 

10 

029 

F-S 

10 

035 

F-S 

5 

040 

M-S 

If) 

045 

M-S 

4 

048 

M-S 

5 

060 

M-S 

10 

104 

M-NS 

1 

104 

M-NS 

1 

ie when you were tugeiher? 

002 

F-S 

4 

003 

F-S 

4 

028 

F-S 

3 

029 

F-S 

4 

035 

F-S 

5 

040 

M-S 

1 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Malc, Smoker: F-NS“ Female. Nun-Smoker; F-S“Femafe. Smoker. 
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PM3006629987 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 85 of 111 > 


Question 


Subject Subject 

Number Classification 3 Response 


36: During the last 3 days, for how long each day on average were you exposed to this person’s tobacco smoke from PRODUCT (from Question 33) at your home when you were together? 

For Person Number 1 


For Person Number 2 


37: Within the last 3 days, have you traveled in an enclosed vehicle that was smoky or where you could at least smell tobacco smoke of others most of the time? 


045 

M-S 

2 

048 

M-S 

2 1/2 

060 

M-S 

4 

104 

M-NS 

1/2 

104 

M-NS 

U2 


out 

F-S 

No 

002 

F'S 

Yes 

003 

F-S 

No 

004 

F-S 

Yes 

003 

F-S 

Yes 

006 

r-s 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

Oil 

F-S 

No 

012 

F-S 

Yes 

013 

F-S 

No 

014 

F-S 

No 

015 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

018 

F-S 

No 

019 

F-S 

NO 

020 

F-S 

Nu 

021 

F-S 

Yes 

022 

F-S 

No 

023 

F-S 

Yes 

024 

F-S 

No 

025 

F-S 

Yes 

026 

F-S 

Yes 

027 

F-S 

No 

028 

F-S 

Nu 


* Subject Classification: M-NS=Maie. Non-Smoker; M-S-Male, Smoker; F-NS= Female. Non-Smoker; F-S=Fema1e. Smoker. 
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PM3006629988 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 86 of II1) 


Question 


37: Within the last 3 days, have you traveled in an enclosed vehicle that was smoky or where you could at least smell tobacco smoke of orliejs most r>f the time? 


Subject 

Subject 


Number 

Classification' 1 

Response 

e? 


029 

r-s 

Yes 

030 

l-S 

Yes 

031 

r-s 

No 

032 

F-S 

Yes 

033 

F-S 

No 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

No 

038 

M-S 

Yes 

039 

M-$ 

No 

040 

M-S 

Yes 

041 

M-S 

No 

042 

M-S 

No 

043 

MS 

No 

044 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

Yes 

049 

M-S 

No 

050 

MS 

No 

052 

M-S 

No 

054 

M-S 

No 

055 

M-S 

No 

056 

M-S 

No 

057 

• M-S 

No 

058 

M-S 

Yes 

050 

M-S 

No 

060 

M-S 

No 

061 

M-S 

No 

062 

M-S ' 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

06X 

M-S 

Yes 


41 Subject Classification: M-NS-Male. Non-Smoker; M-S^Male, Smoker: F-NS= Female. Non-Smoker; F-S=Fema!c, Smoker. 
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PM3006629989 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 87 of III) 


Subject Subject 

Question _ Number Classification* Response 

37: Within the last 3 days, have you traveled in an enclosed vehicle that w»s smoky or where you could at least smell tobacco smoke of others most ofthc time? 


059 

M-S 

No 

071 

F-NS 

No 

072 

F-NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

075 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

NO 

080 

F-NS 

Yes 

081 

F-NS 

No 

082 

'' F-NS 

No 

083 

F-NS 

No 

084 

F-NS 

No 

085 

F-NS 

No 

086 

F-NS 

No 

087 

F-NS 

No 

088 

F-NS 

No 

089 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

No 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

09C 

F-NS 

No 

097 

F-NS 

No 

048 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

No 

104 

M-NS 

No 

105 

M-NS 

\i> 


a Subject Classification: M-NS“Male, Non-Smoker; M-S=Ma1e. Smoker; F-NS^ Female. Non-Smoker F-S"Fema!e. Smoker. 
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PM3006629990 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Survey by Question. Week 6 
(Page 88 of If I) 


Subject Subject 

Question _ _ _ _ __ ___ Number Classification -1 Response 

37: Within the Inst 3 days, have you traveled in an enclosed vehicle that was smoky or where you could at least smell tobacco smoke of others most of the time'.' 


106 

M-NS 

No 

107 

M-NS 

No 

108 

M-NS 

No 

109 

M-NS 

No 

no 

M-NS- 

Yes 

III 

M-NS 

No 

i n 

M-NS 

No 

114 

M-NS 

No 

1 IS 

M-NS 

No 

116 

M-NS 

No 

117 

• M-NS 

No 

118 

M-NS 

No 

119 

M-NS 

No 

120 

M-NS 

No 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

125 

M-NS 

No 

126 

M-NS 

No 

127 

M-NS 

No 

128 

M-NS 

No 

129 

M-NS 

No 

ISO 

M-NS 

No 

131 

M-NS 

No 

132 

M-NS 

No 

133 

M-NS 

No 

134 

M-NS 

No 

I3S 

M-NS 

Yes 

500 

F-NS 

No 

501 

F-NS 

No 

502 

F-S 

Yes 

503 

F-S 

No 

504 

F-S 

Yes 

505 

F-NS 

No 

506 

F-S 

No 


a Subject Classification: M-N$=Male, Non-Smoker; M-S=Male, Sinoker; F-NS= Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006629991 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 89 of 111) 


Question 


Subject Subject 

Nu mber C lass ification" Response 


38: 1 low many different vehicles did you travel in during the last 3 days which were smoky or where you could at least smell tobacco smoke of others most of the time? 


39: What type of vehicle was this? 

For Vehicle Number 1 


002 

F-S 

2 

Odd 

F-S 

1 

005 

F-S 

1 

012 

F-S 

1 

021 

F-S 

I 

023 

F-S 

1 

025 

F-S . 

1 

026 

F-S 

1 

029 

F-S 

1 

030 

F-S 

1 

032 

F-S 

1 

038 

M-S 

l 

040 

M-S 

1 

048 

M-S 

1 

058 

M-S 

1 

068 

M-S 

1 

080 

F-NS 

1 

no 

M-NS 

1 

135 

M-NS 

1 

502 

F-S 

1 

504 • 

F S 

1 


002 

F-S 

Car, truck, or van 

004 

F-S 

Car, truck, or van 

005 

F-S 

Car, truck, ui vail 

012 

F S 

Car, truck, or van 

021 

F-S 

Car, truck, or van 

023 

F-S 

Car, truck, or van 

025 

F-S 

Car. truck, or van 

026 

F-S 

Car, truck, or van 

029 

F-S 

Car, truck, or van 

030 

F-S 

Car. truck, or van 

032 

F-S 

Car. truck, or van 

038 

M-S 

Car. truck, or vail 


a Subject Classification: M-NS”MaIe. Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker: F-S^Female. Smoker. 
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PM3006629992 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing: 16.5-14 

Weekly Survey by Question: Week 6 
(Pajje 90 of 111) 



Subject 

Subject 

Question 

Number 

Classification" Response 


59; What type of vehicle was this? 
For Vehicle Number I 



040 

M-S 

.Car. truck, or van 


048 

M-S 

Car. truck, or van 


058 

M-S 

Car. truck, or van 


068 

M-S 

Car. truck, or van 


080 

F-NS 

Car ? truck, or van 


110 

M-NS 

Car. truck, ui van 


135 

M-NS 

Cor. tmek, or van 


502 

F-S 

Car, truck, or van 

For Vehicle Number 2 

504 

F-S 

Car. tmek. or van 


002 

F-S 

Car. tmek. or van 

40: On which of the last 3 day? were you exposed to the tobacco smoke in this VEHICLE (from Question 39)? Think of Day 1 
For Vehicle Number 1 

as the beginning of the 3 days and Day 3 

as yeslerday. 


Day 1 

002 

F-S 

Yes 


004 

F-S 

Yes 


005 

F-S 

Yes . 


012 

F-S 

Yes 


021 

F-S 

Yes 


023 

F-S 

Yes 


025 

F-S 

No 


026 

F-S 

No 


029 

F-S 

No 


030 

F-S 

Yes 


032 

K-S 

No 


038 

M-S 

Yes 


040 

M S 

No 


048 

M-S 

Yes 


058 

M-$ 

No 


068 

M-S 

No 


080 

F-NS 

Yes 


no 

M-NS 

No 


135 

M-NS 

No 


502 

F-S 

No 


504 

F-S 

No 


B Subject Classification; M-NS=MaJc* Non-Smoker; M-S^Male, Smoker; F-NS= Female. Non-Smoker; F-S^Female. Smoker. 
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PM3006629993 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 91 of 111) 


Subject Subject 

Quest ion_ Number Classification' 1 Response 


40: On which of the last 3 days were you exposed to the tobacco smoke in this VEHICLE (from Question 39)? Think of Day I as the beginning of the 3 days and Day 3 as yesterday. 
For Vehicle Number I 


002 

F-S 

No 

004 

F-S 

Yes 

005 

F-S 

Yes 

012 

r-s 

Yes 

021 

F-S 

Yes 

02.4 

F-S 

No 

025 

r-s 

Yes 

026 

F-S 

No 

029 

K-S 

Yes 

050 

F-S 

No 

042 

F-S 

No 

048 

M-S 

No 

040 

M-S 

No 

048 

M-S 

Yes 

058 

M-S 

Yes 

068 

M-S 

Yes 

080 

F-NS 

No 

110 

M-NS 

No 

135 

M-NS 

No 

502 

F-S 

No 

504 

F-S 

No 

002 

F-S 

Yes 

004 

F-S 

Yes 

005 

F-S 

Yes 

012 

F-S 

No 

021 

r-s 

No 

023 

F-S 

Yes 

025 

F-S 

No 

026 

F-S 

Yes 

029 

F-S 

No 

030 

F-S 

No 

032 

F-S 

Yes 

038 

M-S 

No 

040 

M-S 

Yes 


9 Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S=Fcmale, Smoker. 
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PM3006629994 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 02 or 111) 



Subject 

Subject 


Question 

Number 

Classification 5 

Response 

40: On which of the last 3 days were you exposed to the tobacco smoke in this VEHICLE (from Question 39)? Think of Dav 1 

1 as the beginning of the 3 days and Day 3 ; 

as yesterday, 


For Vehicle Number I 


Day 3 

048 

M-S 

Yes 


058 

M-S 

No 


nr,8 

M-S 

No 


080 

F-NS 

No 


110 

M-NS 

Yes 


135 

M-NS 

Yes 


502 

F S 

Yes 


504 

F-S 

Yes 

For Vehicte Number 2 




Day 1 

002 

F-S 

No 

Day 2 

002 

F-S 

Yes 

Day 3 

002 

F-S 

Yes 

41: Tn the last 3 days, approximately how many hours were you in this VEHICLE (from Question 39) white you were exposed to the tobacco smoke of others? 



ForVehicleNumber 1 

002 

F-S 

4 


004 

F-S 

3 


005 

F-S 

2 1/2 


012 

F-S 

6 


021 

F-S 

1/2 


023 

F-S 

2 


025 

F-S 

3 


026 

F-S 

1/2 


029 

F-S 

1 


030 

F S 

2 1/2 ' 


032 

F-S 

1/2 


038 

M-S 

3 


040 

M-S 

1/2 


048 

M-S 

1 1/2 


058 

M-S 

2 


068 

M-S 

1 


080 

F-NS 

l 


1 10 

M-NS 

1 1/2 


3 Subject Classification: M-N$=Male. Non-Smoker: M-S=Male. Smoker; F-NS= Female. Nnn-SmnkCT; F-S=Fcmale. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 






Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 93 of 111) 


Subject Subject 

Question __ Number Classi fi cation 8 Response 


41; In the last 3 days, approximately how many hours were you in this VEHICLE (from Quesiiori 39) while you were exposed to the tobacco smoke of others? 
For Vehicle Number 1 


For Vehicle Number 2 


For Vehicle Number I 


For Vehicle Number 2 


135 

M-NS 

1/2 

502 

F-S 

1 1/2 

504 

F-S 

1 

002 

F-S 

1 

$ days? 

002 

F-S 

Moderate 

004 

F-S 

Light 

005 

F-S 

Light 

012 

F-S 

Moderate 

021 

F-S 

Light 

023 

F-S 

Moderate 

025 

F-S 

Light 

020 

F-S 

Light 

029 

F-S 

Moderate 

030 

F-S 

Moderate 

032 

F-S 

Light 

038 

M-S 

Light 

040 

M-S 

Light 

048 

M-S 

Moderate 

058 

M-S 

Heavy 

008 

M-S 

Moderate 

080 

F-NS 

Light 

no 

M-NS 

Moderate 

135 

M NS 

Light 

502 

F-S 

Light 

504 

F-S 

Light 

002 

F-S 

Light 

about? 

001 

F-S 

Yes 

002 

F-S 

Yes 


Subject Classification: M-NS=Ma1e, Non-Smoker; M-S=Msle, Smoker; F-NS- Female, Non-Smoker; F-S=Female, Smoker. 


Draft t: 24 July 2002 


Page 14640 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 




PM3006629996 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 94 of 111) 


Subject Subject 

Question _.__ Number Classification 3 Res ponse 

43: Thinking about jusl ihe past 3 days, have you been exposed to the tobacco smoke of others, someplace other than those places that wc have already talked about? 


003 

F-S 

Yes 

004 

F-S 

Yes 

005 

F-S 

Nd 

006 

F-S 

No 

007 

F-S 

No 

008 

F-S 

No 

009 

F-S 

No 

on 

F-S 

Yes 

012 

F-S 

No 

013 

F-S 

Yes 

014 

F-S 

Nn 

015 

F-S 

No 

016 

F-S 

Yes 

017 

F-S 

Yes 

018 

F-S 

No 

010 

F-S 

No 

020 

F-S 

No 

021 

F-S 

No 

022 

F-S 

Yes 

023 

F-S 

No 

024 

r-s 

Yes 

025 

F-S 

Yes 

026 

F-S 

Yes 

027 

F-S 

No 

028 

F-S 

Yes 

029 

F-S 

Yes 

030 

F-S 

Yes 

031 

F-S 

No 

032 

F-S 

Yes 

033 

F-S 

Yes 

034 

F-S 

No 

035 

F-S 

No 

036 

M-S 

No 

037 

M-S 

Yes 

038 

MS 

No 

039 

M-S 

\o 


a Subject Classification: M-N$=Male, Non-Smoker; M-$~Malc. Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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Listing 16.5'14 

Weekly Survey by Question: Week 6 
(Page95 of 111) 


Subject Subjeci 

Question ____N umber C la ssificat ion'' Res ponse 

43: Thinking about just the past 3 days, have you been exposed to the tobacco smoke ufethers. someplace other than those places that we have already Talked about? 


040 

M-S 

No 

041 

M-S 

No 

042 

M-S 

Yes 

043 

M-S 

No 

044 

M-S 

No 

045 

M-S 

Yes 

046 

M-S 

Yes 

047 

M-S 

Yes 

048 

M-S 

Yes 

049 

M-S 

No 

050 

M-S 

No 

052 

M-S 

Yes 

054 

M-S 

No 

055 

M-S 

No 

056 

MS 

No 

057 

M-S 

No 

058 

M-S 

No 

059 

M-S 

Yes 

060 

M-S 

No 

061 

M-S 

Yes 

062 

M-S 

No 

063 

M-S 

Yes 

065 

M-S 

Yes 

067 

M-S 

Yes 

068 

M-S 

Yes 

069 

M-S 

No 

07! 

F-NS 

Nu 

072 

F NS 

No 

073 

F-NS 

No 

074 

F-NS 

No 

075 

F-NS 

No 

076 

F-NS 

No 

077 

F-NS 

No 

078 

F-NS 

No 

079 

F-NS 

No 

080 

F-NS 

No 


a Subject Classification: M-NS=Ma1e. Non-Smoker; M-S=Male, Smoker; F-NS- Female. Non-Smoker; F-S-Fcmale. Smoker 
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Listing 16,5-14 

Weekly Survey by Question: Week 6 
(Page 96 of M 0 


Subject Subject 

Question __ Number Classification 8 Response 


43: Thinking about just the past 3 days, have you been exposed to the tobacco smoke of others, someplace other than those places that we have already talked about? 


ngi 

F-NS 

No 

082 

F-NS 

Yes 

083 

F-NS 

No 

084 

F-NS 

Yes 

085 

F-NS 

No 

086 

F-NS 

Yes 

087 

F-NS 

Yes 

088 

F-NS 

No 

084 

F-NS 

No 

090 

F-NS 

No 

091 

F-NS 

Yes 

092 

F-NS 

No 

093 

F-NS 

No 

094 

F-NS 

No 

095 

F-NS 

No 

096 

F-NS 

Yes 

097 

F-NS 

No 

098 

F-NS 

No 

099 

F-NS 

No 

100 

F-NS 

No 

101 

F-NS 

No 

102 

F-NS 

No 

103 

F-NS 

Yes 

104 

M-NS 

No 

105 

M-NS 

Yes 

106 

M-NS 

Yes 

107 

M-NS 

No 

108 

M-NS 

Yes 

109 

M-NS 

No 

110 

M-NS 

Yes 

111 

M-NS 

No 

M2 

M-NS 

Yes 

1 14 

M-NS 

No 

115 

M-NS 

No 

116 

M-NS 

No 

117 

M-NS 

No 


a Subject Classification: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS-' Female. Non-Smoker; F-S _ Female, Smoker. 
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I isting 16.5-14 

Weekly Survey by Question: Week 6 
(Page 07 of 111) 


Subject Subject 

Question _ Number Classification' 1 Response 


43: Thinking about just the past 3 days, have you been exposed to the tobacco smoke of others, someplace other than those places that we have already talked about? 

118 M-NS Yes 

119 M-NS No 

120 M-NS No 

121 M-NS Yes 

122 M-NS Yes 

123 M-NS Yes 

124 M-NS Yes 

125 M-NS No 

126 M-NS Yes 

127 M-NS No 

128 M-NS No 

129 M-NS No 

130 M-NS No 

131 M-NS No 

132 M-NS No 

133 M-NS No 

134 M-NS No 

-135 M-NS Yes 

500 F-NS Yes 

50 J F-NS No 

502 F-S No 

503 F-S Yes 

504 F-S No 

505 F-NS No 

506 F-S Yes 

44: In the past 3 days, how many places have you gone where you were exposed to the tobacco smoke of othere? 

001 F-S 1 

002 F-S 1 

003 F-S 1 

004 F-S 1 

011 F-S 1 

013 F-S 1 

016 F-S I 

017 F-S 2 

022 . F-S I 


a Subject Classification: M-NS^Male, Non-Smoker; M-S=Male. Smoker; F-NS^ Female, Non-Sinoker; F-$=Female. Smoker, 
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Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 98 of 111) 


Subject Subject 

Question ______ Number Classification 3 Response 


44; In the past 3 days, how many places have you gone where you were exposed tu the tobacco smoke of others? 

024 F-S I 

025 F-S I 

026 F-S 2 

m F-S 2 

029 F-S 1 

030 F-S 1 

032 ' F-S 1 

033 F S 1 

037 M-S 1 

042 M-S 2 

045 M-S I 

046 M-S I 

047 M-S I 

048 M-S I 

052 M-S I 

059 M-S 2 

061 M-S 1 

063 M-S 1 

065 M-S I 

067 M-S 1 

068 M-S I 

082 F-NS 1 

084 F-NS 1 

086 F-NS 1 

087 F-NS 1 

091 F-NS 1 

096 F-NS 1 

103 F NS 4 

105 M-NS 1 

106 M-NS 1 

108 M-NS 1 

110 M-NS 3 

112 M-NS 2 

118 M-NS 1 

121 M-NS 1 

122 M-NS ! 


Subject Classification: M-NS=Male, Non-Smoker; M-S _ Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 99 of 111) 


Question 


Subject Subject 

Number Classificatio n" Response 


44: In the past 3 days, how many places have you gone where you were exposed to the tobacco smoke of others? 


45: What type of place was it? 
For Place Number I 


123 

M-NS 

1 

124 

M-NS 

1 

126 

M-NS 

1 

135 

M-NS 

2 

500 

F-NS 

2 

503 

F-S 

1 

506 

F-S 

3 


001 

F-S 

RESTAURANT 

002 

F-S 

RESTAURANT 

003 

F-S 

FRIENDS APARTMENT 

004 

F-S 

RESTAURANT 

Oil 

F-S 

CASINO 

013 

F-S 

BAR 

016 

F-S 

RESTAURANT 

017 

F-S 

FRIENDS HOUSE 

022 

F-S 

FRIENDS HOUSE 

024 ' 

F-S 

OUTSIDE OF WORK BUILDING 

025 

F-S 

BINGO 

026 

F-S 

RESTAURANT/BAR 

028 

F-S 

BAR 

029 

F-S 

RESTAURANT 

030 

, F-S 

RESTAURANT 

032 

F-S 

BAR 

033 

F-S 

BAR 

037 

M-S 

BAR 

042 

M-S 

BAR 

045 

M-S 

BAR 

046 

M-S 

BAR 

047 

M-S 

AT WORK 

048 

M-S 

BAR 

052 

M-S 

BAR 

059 

M-S 

RESTAURANT 

061 

M-S 

DINER 


a Subject Classification: M-NS-Male. Non-Smoker: M-S=Male. Smoker: F-N$= Female. Non-Smoker; F-S=Fcmalc, Smoker. 
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Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 100 of Ilf) 


Subject Subject 

Question _ Number Classificatio n" Response 


45: What type of place was it? 

For Place Number 1 


0G3 

M-S 

FRIENDS HOUSE 


065 

M-S 

RESTAURANT 


067 

M-S 

BAR 


068 

M-S 

BAR 


082 

F-NS 

RELATIVES MOUSE 


084 

F-NS 

SOMEONE ELSES HOME 


086 

F-NS 

OUTDOORS NEXT TO A WEDDING RF:CEPTION 


087 

F-NS 

RESTAURANT 


091 

F-NS 

BINGO HALL 


096 

F-NS 

BAR 


i 03 

F-NS 

BAR 


105 

M-NS 

BAR 


106 

M-NS 

RAR 


108 

M-NS 

BAR 


110 

M-NS 

RESTAURANT 


112 

M-NS 

BAR 


118 

M-NS 

BAR 


121 

M-NS 

RECEPTION HALL 


122 

M-NS 

FRIENDS MOUSE 


123 

M-NS 

RESTAURANT 


124 

M-NS 

MEMORIAL UNION/RESTAURANT 


126 

M-NS 

OUTDOOR AUCTION 


135 

M-NS 

RESTAURANT/BAR 


500 

F-NS 

BAR 


503 

F-S 

BAR 


506 

F-S 

SOMEONE’S HOUSE 

For Place Number 2 


017 

F-S 

BAR 


026 

F-S 

RESTAURANT 


028 

F-S 

RESTAURANT 


042 

M-S 

BAR 


059 

M-S 

RESTAURANT/BAR 


103 

F-NS 

BAR 


no 

M-NS 

RESTAURANT 


112 

M-NS 

BAR 


a Subject Classification: M-NS^Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 101 of 111) 


Subject Subject 

Question _____ __ Number Classification' 1 Response 


45: What type of place was it? 
For Place Number 2 


For Place Number 3 


Fnr Place Number 4 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACE (from Question 45)? Think of Day 1 as the beginning of the 3 days and Day 3 as yesterday. 
For Place Number I 
Dav 1 


135 

M-NS 

RESTAURANT/BAR 

500 

F-NS 

BAR 

506 

F S 

CONCERT 

103 

F-NS 

BAR 

110 

M-NS 

restaurant 

506 

F-S 

BAR 

103 

F-NS 

BAR 

lays and Day 3 as yesterday. 

001 

F-S 

No 

002 

F-S 

No 

003 

F-S 

No 

004 

F-S 

Yes 

(111 

F-S 

No 

013 

F-S 

No 

016 

F-S 

Yes 

017 

F-S 

Yes 

022 

F-S 

Yes 

024 

F-S 

Yes 

025 

F-S 

Yes 

026 

F-S 

No 

028 

F-S 

Yes 

029 

F-S 

Yes 

030 

F-S 

No 

032 

F-S 

No 

033 

F-S 

Yes 

037 

M-S 

No 

042 

M-S 

No 

045 

M-S 

No 

046 

M-S 

No 

047 

M-S 

No 

048 

M-S 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma1e. Smoker: F-NS _ Female. Non-Smoker: F-S~Fema1e, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 102 of 111) 


Subject Subject 

Question __ Number Classification* Response 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACE (from Question 45)? Think of Day I as the beginning of the 3 days and Day 3 as yesterday. 
For Place Number I 


052 

M-S 

No 

059 

M-S 

Yes 

061 

M-S 

No 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

082 

F-NS 

No 

084 

F-NS 

Yes 

086 

F-NS 

Yes 

087 

F-NS 

Yes 

091 

F-NS 

No 

096 

F-NS 

No 

103 

F-NS 

No 

105 

M-NS 

No 

106 

M-NS 

No 

108 

M-NS 

No 

110 

M-NS 

Yes 

112 

M-NS 

No 

118 

M-NS 

Yes. 

121 

M-NS 

No 

122 

M-NS 

No 

123 

M-NS 

Yes 

124 

M-NS 

Yes 

126 

M-NS 

No 

135 

M-NS 

Yes 

500 

F-NS 

Yes 

503 

F-S 

No 

506 

F-S 

No 

001 

F-S 

Yes 

002 

F-S 

No 

003 

F-S 

Yes 

004 

F-S 

Yes 

Oil 

F-S 

No 


* Subject Classification: M-NS-Mafe, Non-Smoker; M-S=Malc. Smoker; F-NS= Female, Non-Smoker; F-S=Fenia1e. Smoker. 
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Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 103 ofl11) 


Subject Subject 

Question _ Number Classification* Response 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in ihis PLACE (from Question 45)? Think of Day I as the beginning of the 3 days and Day 3 as yesterday, 
For Place Number 1 


013 

F-S 

Yes 

016 

F-S 

No 

017 

F-S 

No 

022 

F-S 

No 

024 

F-S 

Yes 

02J 

F-S 

Yes 

026 

F-S 

No 

028 

F-S 

No 

020 

F-S 

No 

030 

F-S 

Yes 

032 

F-S 

No 

033 

F-S 

Yes 

037 

M-S 

No 

042 

M-S 

Yes 

045 

M-S 

Yes 

046 

M-S 

No 

047 

M-S 

Yes 

04 S 

M-S 

Yes 

052 

M-S 

Yes 

039 

M-S 

No 

061 

M-S 

Yes 

063 

M-S 

No 

065 

M-S 

No 

067 

M-S 

No 

068 

M-S 

No 

082 

F-NS 

Yes 

084 

F-NS 

Nu 

086 

F-NS 

Yes 

087 

F-NS 

No 

091 

F-NS 

Yes 

096 

F-NS 

No 

103 

F-NS 

Yes 

105 

M-NS 

No 

106 

M-NS 

Yes 

108 

M-NS 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Vfale, Smoker; F-NS= Female, Non-Smoker; F-S“Femate, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 104 of 111) 


Subject Subject 

Question ___ Number Classification -1 Response 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACE (from Question 45)? Think of Day 1 as the beginning of the 3 days and Day 3 as yesterday. 
For Place Number I 


no 

M-NS 

Yes 

112 

M-NS 

Yes 

118 

M-NS 

Yes 

121 

MAS 

Yes 

122 

MAS 

No 

123 

M-NS 

No 

124 

M-NS 

No 

126 

M-NS 

Yes 

135 

M-NS 

No 

500 

FA'S 

No 

503 

F-S 

Yes 

506 

F-S 

Yes 

001 

F-S 

• No 

M2 

F-S 

Yes 

003 

F-S 

No 

004 

F-S 

Yes 

Oil 

F-S 

Yes 

013 

F-S 

No 

016 

F-S 

No 

017 

F-S 

No 

022 

F-S 

No 

024 

F-S 

No 

025 

F-S 

Yes 

026 

F-S 

Yes 

028 

F-S 

No 

029 

F-S 

No 

030 

F-S 

No 

032 

F-S 

Yes 

033 

F-S 

Yes 

037 

M-S 

Yes 

042 

M-S 

Yes 

045 

M-S 

No 

046 

M-S 

Yes 

047 

M-S 

No 


a Subject Classification: M-NS”Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker. F-S= Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5*14 

Weekly Survey by Question: Week 6 
(Page 105 of 111) 

Subject Subject 

Question ___._ Number Classification'' Response 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACE (from Question 45)? Think of Day 1 as the beginning of the 3 days and Day 3 as yesterday. 

For Place Number 1 
Day 3 


For Place Number 2 
Day 1 


048 

M-S 

No 

052 

M-S 

No 

059 

M-S 

Yes 

061 

M-S 

No 

063 

M-S 

Yes 

065 

M-S 

Yes 

067 

M-S 

Yes 

068 

MS 

Yes 

082 

F-NS 

Yes 

084 

F-NS 

No 

0K6 

j-n> 

No 

087 

F-NS 

No 

091 

F-NS 

No 

096 

F-NS 

Yes 

103 

F-NS 

No 

105 

M-NS 

Yes 

106 

M-NS 

No 

108 

M-NS 

Yes 

110 

M-NS 

Yes 

M2 

M-NS 

No 

HR 

M-NS 

Yes 

121 

M-NS 

No 

122 

M-NS 

Yes 

123 

M-NS 

Yes 

124 

M-NS 

No 

126 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

503 

F-S 

No 

506 

F-S 

No 

017 

F-S 

No 

026 

F-S 

No 

028 

F-S 

No 

042 

M-S 

No 


* Subject Classification: M-NS=Male. Non-Smoker; M-$=Male. Smoker; F-XS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630008 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question; Week 6 
(Page 106 of! II) 


Question 


Subject Subject 

Num ber C la ssificat io n J Response 


46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACE (from Question 45)? Think of Hay I as the beginning of the 3 days and Day 3 as yesterday. 
For Place Number 2 


Day 1 


Day 2 


Day 3 


For Place Number 3 
Day 1 


059 

M-S 

No 

103 

F-NS 

No 

110 

M-NS 

Yes 

! 12 

M-NS 

No 

135 

M-NS 

Yes 

500 

F-NS 

Yes 

506 

F-S 

No 

017 

F-S 

Yes 

026 

F-S 

No 

028 

F-S 

Yes 

042 

M-S 

Yes 

059 

M-S 

No 

103 

F-NS 

Yes 

MO 

M-NS 

Yes 

112 

M-NS 

Yes 

135 

M-NS 

No 

500 

F-NS 

No 

506 

F-S 

Yes 

017 

F-S 

No 

026 

F-S 

Yes 

028 

F-S 

No 

042 

M-S 

Yes 

059 

M-S 

Yes 

103 

F-NS 

No 

110 

M-NS 

Yes 

112 

M-NS 

No 

135 

M-NS 

No 

500 

F-NS 

No 

506 

F-S 

No 

103 

F-NS 

No 

110 

M-NS 

Yes 

506 

F-S 

No 


a Subject Classification: M-NS^Male r Non-Smoker; M-S^Male. Smoker: F-NS- Female. Non-Smoker; F-S _ Female. Smoker. 
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PM3006630009 





Protocol No, PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-14 

Weekly Survey by Question Week 6 
(Page 107 of 11!) 


Question 

Subject 

Number 

Subject 

Classification 3 

Response 

46: On which of the last 3 days were you exposed to the tobacco smoke of others in this PLACIi (from Queslion 45)7 

Think of Day 1 as the beginning of the 3 days and 

Day 3 as yesierday. 

Tor Place Number 3 




Day 2 

103 

F-N5 

Yes 


110 

M-NS 

Yes 


506 

F-S 

Yes 

Day 3 

103 

F-NS 

No 


1 10 

IVI-NS 

Yes 


506 

F-S 

No 

For Place Number 4 




Day ! 

103 

F-NS 

No 

Day 2 

103 

F-NS 

Yes 

Day 3 

103 

F-NS 

No 

47: During the last 3 days, approximately how many hours were you in PLACE (from Question 45) where you were exposed to the tobacco smoke of others'. 5 



For Place Number 1 





001 

F-S 

1 1/2 


002 

F-S 

1 


1)03 

F-S 

3 


004 

F-S 

4 


01 1 

F-S 

4 


013 

F-S 

5 


016 

F-S 

i 


017 

F-S 

4 


022 

F-S 

3 1/2 


024 

F-S 

1 1/2 


025 

F-S 

5 1/2 


026 

F-S 

1 1/2 


028 

F-S 

% 


029 

F-S 

2 


030 

F-S 

2 


032 

F-S 

3 


033 

F-S 

12 


037 

M-S 

6 


042 

M-S 

2 


a Suhject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-$=Feimle t Smoker. 
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PM3006630010 


RSR w 

Protocol No. PM-8450 

Covanoe CRU Study No. 12226-8450 


Listing 16.5*14 

Weekly Survey by Question: Week 6 
{Page 108 of HI) 


Question 


Subject Subject 

Number Classific ation* 1 Response 


47: During the last 3 days, approximately how many hours were you in PLACE (from Question 45} where you were exposed to the tobacco smoke of others? 
For Place Number I 


For Place Number 2 


045 

M-S 

3 

046 

M-S 

5 

047 

M-S 

1/2 

048 

M-S 

4 

052 

M-S 

2 

059 

M-S 

10 

061 

M-S 

1 

063 

M-S 

2 1/2 

065 

M-S 

5 1/2 

067 

M-S 

1 P/2 

068 

M-S 

2 

082 

F-NS 

4 

084 

F-NS 

1 1/2 

086 

F-NS 

2 1/2 

087 

F-NS 

3 

091 

F-NS 

3 

096 

F-NS 

4 1/2 

103 

F-NS 

1 

105 

M-NS 

1 

106 

M-NS 

3 

108 

M-NS 

4 

MO 

M-NS 

1 

112 

M-NS 

3 

118 

M-NS 

15 

121 

M-NS 

5 

122 

M-NS 

1 

123 

M-NS 

1 1/2 

124 

M-NS 

1/2 

126 

M-NS 

1 1/2 

135 

M-NS 

2 

500 

F-NS 

M 

503 

F-S 

1 

506 

F-S 

1/2 

017 

r-s 

2 


a Subject Classification: M-NS _ Male. Non-Smoker; M-S~Male. Smoker; F-NS“ Female. Non-Smoker; F-S _ Female, Smoker. 
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PM3006630011 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page 109 of 111) 


Question 

Subject 

Number 

Subject 

Classification 3 

Response 

47: During the last 3 days, approximately how many hours were you in P1.ACE {from Question 45) where yon were exposed to the tohacco smoke of others? 

For Place Number 2 


026 

F-S 

1 1/2 


028 

F-S 

2 


042 

M-S 

2 


059 

M-S 

6 


103 

F-NS 

1 


MO 

M-NS 

I 


112 

M-NS 

1 1/2 


135 

M-NS 

2 


500 

F-NS 

11 


506 

F-S 

3 

For Place Number 3 


103 

F-NS 

1 


no 

M-NS 

1 


506 

F-S 

1 

For Place N umber 4 


103 

F-NS 

1 

48: Would you say that the amount of tobacco smoke in the PLACE (from Question 45) was usually light, moderate, or heavy during the last 3 days? 

For Place Number 1 


003 

F-S 

Light 


002 

F-S 

Light 


003 

F-S 

Light 


004 

F-S 

Light 


an 

F-S 

Light 


013 

F-S 

Heavy 


016 

F-S 

Light 


017 

F-S 

Light 


022 

F-S 

Light 


024 

F-S 

Light 


025 

F-S 

Heavy 


026 

F-S 

Light 


028 

F-S 

Moderate 


029 

F-S 

Light 


030 

F-S 

Light 


03? 

F-S 

Mrnle rale 


3 Subject Classification: M-NS=Ma1e, Non-Smoker; M-S^Male, Smoker; F-NS^ Female. Non-Smoker; F-S^-Female, Smoker, 
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PM3006630012 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-14 

Weekly Survey by Question: Week 6 
(Page MO of 111) 


Subject Subject 

Question ____________ Number Classification 3 Response 

48: Would you say that the amount of lobacco smoke in the PLACE (from Question 45) was usually light, moderate, or heavy during ihe last 3 days? 

For Plftce Number 1 


033 

F-S 

Heavy 

037 

M-S 

Light 

042 

M-S 

Light 

045 

M'S 

Moderate 

046 

M-S 

Heavy 

047 

M-S 

Light 

048 

M-S 

Heavy 

052 

M'S 

Moderate 

059 

M-S 

Light 

061 

M-S 

Light 

063 

M-S 

Heavy 

065 

M'S 

Light 

067 

M-S 

Heavy 

068 

M-S 

Moderate 

082 

P-NS 

Light 

084 

F-NS 

Light 

086 

F-NS 

light 

087 

F-NS 

Light 

091 

F-NS 

Light 

096 

F-NS 

Light 

103 

F-NS 

Heavy 

105 

M-NS 

Moderate 

106 

M-NS 

Heavy 

108 

M-NS 

Moderate 

MO 

M-NS 

Moderate 

112 

M-NS 

Light 

118 

M-NS 

Moderate 

12! 

M-NS 

Light 

122 

M-NS 

Light 

123 

M-NS 

Moderate 

124 

M-NS 

Light 

126 

M-NS 

Light 

135 

M-NS 

Light 

500 

F-NS 

Light 

503 

F-S 

Moderate 


a Subject Classification: M-NS=MaIe, Non-Smoker; M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S=Fcmale. Smoker. 
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PM3006630013 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing J 6.5-14 

Weekly Survey by Question: Week 6 
(Page 111 of I It) 


Question 

Subject 

Number 

Subject 

Classification" 

Response 

4S: Would you say that the amount of tobacco smoke in the PLACE (from Question 45) was usually light, moderate, or heavy during the last 3 days? 

For Place Number 1 


506 

F-S 

Light 

Tor Place Number 2 


017 

F-S 

Moderate 


026 

F-S 

Light 


028 

F-S 

Fight 


042 

M-S 

Light 


059 

M-S 

Light 

* 

103 

F-NS 

Heavy 


110 

M-NS 

Moderate 


112 

M-NS 

Light 


135 

M-NS 

Light 


500 

F-NS 

Light 


506 

F-S 

Heavy 

For Place Number 3 


103 

F-NS 

Heavy 


110 

M-NS 

Moderate 


506 

F-S 

Moderate 

For Place Number 4 


10? 

F-NS 

Heavy 


3 Subject Classification: M-NS—Mule, Non-Smoker; M-S — Male. Smoker; F-NS - Female, Non-Smoker; F-S — Female. Smoker. 
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PM3006630014 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
{Page I of 16) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

location 

Number of 
Hours Exposed 

N timber of Cigarettes 
Smoked by Others 

Intensity 11 

071 

F-NS 

Week I 

08-MAY-2001 

Outside 

1 

0.5 

1 



Week 2 

1S-M AY-2001 

No Exposure 






Week 3 

23-MAY-2001 

No Exposure 






Week 6 

I2-JUN-200I 

No Exposure 




072 

F-NS 

Week 1 

06-MAY-200I 

Outside 

i 

i 

i 




O7-MAY-20O1 

Outside 

1 

i 

i 



Week 2 

11-MAY-20OT 

Outside 

i 

l 

1 



Week 3 

22-MAY-2001 

No Exposure 






Week 6 

12-JUN-2001 

No Exposure 




073 

F-NS 

\IIaaI. 1 
nvvh F 

06-MAY-200.1. 

Restaurant 

1 

Unknown 

1 



Week 2 

16-MAY-200] 

No Exposure 






Week 3 

22-MAY-2U01 

No Exposure 






Week 6 

I3-JLTN-2001 

No Exposure 




074 

F-NS 

Week 1 

06-M AY-2001 

Home 

2 

3 

1 




06-MAY-2001 

Restaurant 

i 

2 

i 




07-MAY-200) 

Home 

i 

0.5 

i 




08-MAY-200I 

Home 

i 

0.5 

1 



week 2 

1 i-MAY-2001 

Home 

1 

1 

[ 




12-MAY-2001 

Home 

1 

1 

1 




13-M AY-2001 

Home 

1 

1 

l 




13-MAY-2001 

Home 

1 

2 

2 



Week 3 

20-MAY-2001 

Home 

1 

2 

1 



Week 6 

I1-JUN-200I 

No Exposure 




075 

F-NS 

Week 1 

08-MAY-200! 

Outside 

1 

1 

1 



Week 2 

14-MAY-20O1 

No Exposure 






Week 3 

23-M AY-2001 

No Exposure 






Week f> 

I4-JUN-20OI 

No Exposure 




076 

F-NS 

Week I 

II-MAY-2001 

No Exposure 




* Subject Classification: M 

NS=MaJc, Non-Smoker; F-NS ; 

^Female, Non-Smoker. 







h l^Light* 2—Moderate, and 3-Heavy. 
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PM3006630015 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 2 of 16) 


Subject 

Number 

Subject 

Classification' 


Timepoint 

Date 

Locaticm 

Number of 

Hours Exposed 

Number c r Cigarettes 
Smoked by Others 

Intensitv" 

' 

076 

F-NS 


Week 2 

20-MAY 2001 

No Exposure 








Week .1 

2S-MAV-2001 

No Exposure 








Week 6 

1 l-JUN-2001 

No Exposure 





077 

F-NS 


Week 1 

09-M AY-2001 

No Exposure 








Week 2 

13-M AY-2001 

Kitchen 

1 

2 

1 





Week 3 

2T-MAY-2001 

No Exposure 








Week 6 

1 l-JUN-2001 

No Exposure 





078 

F-NS 


Week 1 

08-MAY-2001 

Outside 

i 

2 

2 





Week 2 

13-MAY-2001 

Casino > 

1 

4 

2 





Week 3 

21-MAY-2001 

No Exposure 








Week 6 

I3-JUN-200I 

Wn.Cvnnpiim 





079 

F-NS 


Week 1 

09-MAY-2001 

No Exposure 








Week 2 

14-M AY-2001 

No Exposure 








Week 3 

2I-MAY-200I 

No Exposure 








Week 6 

1 l-JUN-2001 

No Exposure 





080 

F-NS 


Week 1 

OG-M AY-2001 

Car 

1 

2 

1 





Week 2 

14 MAY-2001 

Car 

1 

i 

1 





Week 3 

2 l-M AY-2001 

No Exposure 








Week 6 

08-JUN-200I 

Car 

i 

2 

i 


081 

F-NS 


Week 1 

09-MAY-2001 

No Exposure 








Week 2 

14-MAY-200I 

No Exposure 








Week 3 

21-MAY-2001 

No Exposure 








Week 6 

1 l-JUN-2001 

No Exposure 





082 

F-NS 


Week 1 

09-MAY-200I 

No Exposure 








Week 2 

19-MAY-2001 

Car 

1 

2 

i 





Week 3 

25-MAY-2O0I 

No Exposure 






a Subject Classification; M-NS=Malc, Non-Smoker; F-NS=Femalc, Non-Smoker. 
b 1 -Light, 2=Moderate, and 3—Heavy. 
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PM3006630016 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-13 

Non-Smoker Diaries by Subject 
(Page 3 of f6) 


Subject 

Number 

Subject 

Classification*_ 

Timcpoint_ 

Dale 

Location 

Number of 

Hours Exposed 

Number of Cigarettes 
Smoked by Others 

Intensity' 

082 

F-NS 

Week 6 

I5-JUN-200! 

House 

2 

3 

1 




I6-JUN-200I 

House 

2 

6 

2 

083 

F-NS 

Week J 

IO-MAY-200) 

No Exposure 






Week 2 

I5-MAY-20O1 

No Exposure 






Week 3 

25-MAY-2001 

No Exposure 






Week 6 

I2-JUN-2UOI 

No Exposure 




084 

F-NS 

Week! 

08-MAY-2001 

House 

1 

0.5 

1 



W<?ek2 

I3-MAY-200I 

House & car 

7 

6 

f 




13-M AY-2001 

House 

1 

2 

l 




I3-MAY-20O1 

Car 

1 

2 

1 



Week 3 

23-MAY-2001 

No Exposure 






Week 6 

ll-JUN-2001 

House 

2 

4 

1 

085 

F-NS 

Week 1 

10-MAY-2001 

No Exposure 






Week 2 

16-MAY-2001 

No Exposure 






Week 3 

23-MAY-200I 

No Exposure 






Week 6 

ll-JUN-2001 

No Exposure 




086 

F-NS 

Wert 1 

08-MAY-20O1 

Bar 

1 

17 

2 



Week 2 

12-MAY-200I 


3 

5 

1 



Week 3 

25-MAY-2001 

No Exposure 






Week 6 

(K>-JUN-200I 

Wedding reception 

[ 

3 

1 




10-JUN-2001 

Outdoors 

1 

1 

! 

087 

F-NS 

Week 1 

07-MAY-2001 

Restaurant/Bar 

3 

40 

i 




06-MAY-2001 

Restaurant 

3 

30 

1 



Week 2 

I2-MAY-200I 

Rtfilaurant/Bar 

1 

30 

2 



Week 3 

I9-MAY-200I 

Restaurant/Bar 

2 

18 




Week 6 

OR-JUN-2001 

Restaurant/Bar 

3 

32 

1 

088 

F-NS 

Week 1 

06-MAY-2001 

Casino 

2 

8 

1 


* Subject Cfassification; M-NS-Mate, Non-Smoker; F-NS=Fcmale, Non-Smoker. 
b ] “Light, 2^Modcrate, and 3=Hcavy. 
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PM3006630017 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-15 

Non-Smoker Diaries by Subject 
(Page 4 of 16 j 


Subject 

Number 

Subject 

Classification 5 

Timepoint 

Date 

Location 

Number of 

Hours Exposed 

Number of Cigarettes 
Smoked hv Others 

Intensity 1, 

088 

F-NS 

Week 2 

M-M AY-2001 

No Exposure 






W^k 3 

23-MAY-2001 

No Exposure 






Week 6 

ll-JUN-2001 

No Exposure 




089 

F-NS 

Week 1 

10-MAY-200I 

No Exposure 






Week 2 

16-M AY-200! 

No Exposure 






Week 3 

22-MAY-200I 

No Exposure 






Week 6 

fl-JUN-2001 

No Exposure 




090 

F-NS 

Week 1 

I0-MAY-2001 

No Exposure 






Week 2 

14-M AY-2001 

No Exposure 






Week 3 

24-MAY-2001 

No Exposure 






Week 6 

12-JUN-2001 

No Exposure 




091 

F-NS 

Week 1 

07-MAY-2001 

Bur 

1 

30 

2 




08-MAY-2001 

Bingo 

5 

to 

1 



Week 2 

12-M AY-2001 

Bar 

1 

in 

1 




I3-MAY-200I 

Bingo 

4 

8 

1 



Week 3 

20-MAY-2001 

Bingo 

4 

8 

1 



Week 6 

07-JLN-200I 

Bingo 

3 

3 

1 




10-JUN-2001 


4 

12 

1 

092 

F-NS' 

Week 1 

0R-MAY-2001 

Garage 

2 

6 

2 




09-MAY-200I 

Garage 

I 

3 

2 



Week 2 

15-MAY-2001 

No Exposure 






Week 3 

2I-MAY-200I 

No Exposure 






Week 6 

14-J UN-2001 

No Exposure 




093 

F NS 

Week 1 

10-M AY-2001 

No Exposure 






Week 2 

16-M AY-2001 

No Exposure 






Week 3 

22-MAY-200I 

No Exposure 






Week (> 

I3-JUN-200I 

No Exposure 





a Subject Classification: M-NS=Malc, Non-Smoker; F-NS=Femalc, Non-Smoker. 
h J=Lij»lil, 2=M ode rate, ami Heavy. 


Draft 1: 24 July 2002 


Page 14662 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 




PM3006630018 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 5 of 16) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

Location 

Number of 

Hours Exposed 

Number of Cigarettes 

Smoked by Others 

Intensity 11 

094 

r-NS 

Week 1 

10-MAY-2001 

No F-xjiosme 






Week 2 

16 MAY-2001 

No Exposure 






Week 1 

20-M AY-2001 

Onlside 

1 

1 

1 



Week 6 

13-JUN-2001 

No Exposure 




095 

F-NS 

Week [ 

09-MAY-200I 

No Exposure 






Week 2 

15-MAY-2001 

No Exposure 






Week 3 

23-MAY-2001 

No Exposure 






Week 6 

12 JUN-2001 

No Exposure 




096 

F-NS 

Week 1 

10-M AY-2001 

Pedros 

2 

5 

i 



Week 2 

12-MAY-200I 

Outside 

3 

25 . 

1-2 



week 3 

21-MAY-2001 

No Exposure 






Week 6 

16-JUN-200I 

Bar 

2 

10 

1 




16-JUN-2001 

Outside 

3 

41 

1 

097 

F-NS 

Week 1 

11-MAY-2001 

No Exposure 






Week 2 

20-M AY-2001 

No Exposure 






Week 3 

25-MAY-200I 

No Exposure 






Week 6 

16-JUN-20OI 

No Exposure 




098 

F-NS 

Week 1 

07-MAY-2001 

Outside 

1 

1 

1 



Week 2 

15-MAY-200I 

No Exposure 






Week 3 

24-MAY-2001 

No Exposure 






Week 6 

il-JUN-2001 

No Exposure 

, 



099 

F-NS 

week i 

09- MAY-2001 

No Exposure 






Week 2 

1-4-MAY-2003 

No Exposure 






Week 3 

22-MAY-2 001 

No Exposure 






Week 6 

ll-JUN-2001 

No Exposure 




100 

F-NS 

Week 1 

09-MAY-2001 

Bar 

2 

10 

1 

% Subject Classification: 

M-NS=Ma1e, Non-Smoker; F-NS- 

-Female, Non-Smoker. 







h l=Light, 2-Modcraie, and 3=Hcavy. 
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PM3006630019 


RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 6 of 16) 


Subject 

Subject 




Number of 

Number of Cigaretlcs 


Number 

Classification' 1 

Timepoint 

Date 

Location 

Hours Exposed 

Smoked by Others 

Intensity" 

100 

F-NS 

Week 2 

I8-MAY-2001 

No Exposure 






Week 3 

23-MAY-2001 

No Exposure 






Week fi 

U-JUN-200! 

No Exposure 




101 

F-NS 

W«k 1 

11-MAY-2001 

No Exposure 






Week 2 

14-MAY-2001 

No Exposure 






Week 3 

25-MAY-2001 

No Exposure 






Week 6 

!7-JUN-200t 

No Exposure 




102 

F-NS 

Week 1 

09-MAY-2001 

No Exposure 






Week 2 

20-MAY-2001 

No Exposure 






Week 3 

25-MAY-2001 

No Exposure 






Week 6 

12-JUN-200I 

No Exposure 




103 

F-NS 

Week l 

UVMAY-2001 

No Exposure 






Week 2 

IS-MAY-200 2 

Bar 

3 

(5 

• f 




18-MAY-200I 

Bar 

1 

10 

2 




18-MAY-2001 

Bar 

2 

60 

3 



Week 3 

24-M AY-2001 

No Exposure 






Week 6 

16-JUN-2001 

Bar 

2 

40 

3 




17-JUN-2001 

Bar 

2 

40 

3 

104 

M-NS 

Week 1 

06-MAY-2002 

Porch 

1 

2 

1 



Week 2 

I7-MAY-2001 

No Exposure 






Week 3 

22-MAY-200I 

No Exposure 






Week 6 

1O-J1JN-200I 

Porch 

1 

2 

i 

105 

M-NS 

Week 1 

08-MAY-2001 

Bar 

2 

20 

1 



Week 2 

12 MAY 2001 

Bar 

2 

3 

1 




13-M AY-2001 

Bar 

3 

15 

2 



Week 3 

23-M AY-2001 

No Exposure 






Weeks 

13-JIJN-200I 

Bar 

i 

2 

3 

Subject Classification: M-NS= 

-Male, Non-Smoker; F-NS - 

•Female. Non-Smoker. 







h HJght, 2-Moderate, and 3-Heavy. 
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PM3006630020 


rsr w 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 7 of 16) 


Subject 

Subject 



Number 

Classification 1 

Timepoint 

Date 

106 

M-NS 

Week I 

I0-MAY-20OI 



Week 2 

16-M AY-2001 



Week 3 

21-MAY-2001 



Week Ci 

08-JUN-200I 

09-JUN-2001 

107 

M-NS 

Week 1 

09-MAY-2001 

09-MAY-2001 



Week 2 

I7-MAY-200! 



Week 3 

22-MAY-200I 



Weeks 

13- JUN-200! 

14- JUN-200I 

108 

M-NS 

Week 1 

00-M AY-2001 
06-MAY-200I 
08-M AY-2001 
08-MAY-200I 
09-MAY-2001 



Week 2 

I2-MAY-2001 
12-MAY-2001 

12- MAY-200I 

13- MAY-200I 



Week 3 

19-MAY-2001 
19-MAY-200I 
21-MAY-2001 



Week 6 

12- JUN-200I 

13- JUN-200I 

109 

M-NS 

Week 1 

06-M AY-2001 
06-MAY-2001 



Week 2 

I3-MAY-2001 



Week 3 

21-MAY-2001 


a Subject Classification; M-NS=Male, Non-Smoker, F-NS=Femalc, Non-Smoker. 
15 1=Light, 2-Modcratc, and 3-Heavy. 


Location 

Number of 

Hours Exposed 

Number of Cigarettes 
Smoked by Others 

Intensity’ 

Outside 

1 

1 

1 

Bar 

2 

4 

2 

Bar 

2 

20 

3 

Bar 

1 

Lots 

3 

Bar 

2 

lots 

3 

Bar 

2 

40 

2 

Arena 

No Exposure 

3 

60 

2 

Work 

i 

i 

i 

Bar 

2 

50 

3 

Bar 

9 

50 

3 

Bar 

3 

30 

1 

Ft. McCoy 

2 

12 

1 

Bar 

1 

20 

2 

Bar 

1 

35 

3 

Bar 

2 

70 

3 

Bar 

3 

40 

2 

Bar 

1 

30 

3 

Bar 

1 

4 

1 

Bar 

2 

60 

3 

Bar 

1 

10 

] 

Bar 

2 

30 

2 

House 

1 

2 

1 

Bar 

2 

40 

2 

Bar 

2 

(VO 

2 

Work van 

2 

2 

1 

Office 

i 

10 

2 

Home 

No Exposure 

i 

1 

i 
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PM3006630021 


RSR w 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 8 of! 6} 


Subject 

Number 

Subject 

Classification’ 

Timepoint 

Date 

Location 

Number of 

Hours Exposed 

Number of Cigarettes 
Smoked by Olhers 

Intensity* 

109 

M-NS 

Week 6 

M-JUN-2001 

No Exposure 




no 

M-N$ 

Week 1 

07-MAY-2001 

Home 

8 

^7 

2 




07-MAY-2001 

Home 

1 

2 

i 




07-MAY-2001 

Home 

5 

0 

i 




07-MAY-2001 

Travel to work 

1 

0 

1 




07-MAY-2001 

work 

8 

O 

1 




07-M AY-2001 

fled 

1 

0 

1 




08-MAY-2001 

Home 

3 

18 

2 




08-MAY-20B1 

1 lome 

i 

.3 

i 




08-MAY-2001 

Home 

5 

0 

i 




08-MAY-2001 

Drive to work 

1 

0 

i 




OS-iVJA’r -2001 

Worff 


n 

J 




08-MAY-2001 

Drive home 

1 

0 

1 




08-M AY-2001 

Asleep 

1 

0 

! 




09-MAY-200! 

1 lome 

s 

37 

2 




09 MAY-2001 

Asleep 

7 

0 

f 




09-MAY-200I 

Drive to office 

i 

0 

i 




09-M AY-200! 

Office 

8 

0 

. 1 




10-M AY-2001 

Home 

1 

4 

2 




10-MAY-2001 

Home-asleep 

6 

0 

1 




10-M AY-2001 

Drive to Madison 

2 

0 

1 



Week 2 

1S-M AY-2001 

Restaurant 

1 

l«l 10/12 

2 




] 5-MAY-200I 

Restaurant 

2 

40 

2 




15-M AY-2001 

Hotel lounge 

2 

60 

3 




15-MAY-2001 

Hotel-Conference 

9 

0 

1 




1 5-M AY-2001 

Hotel-Sleeping 

2 

0 

1 




I5-MAY-2001 

Hotel-Sleeping 

8 

0 

0/1 




16-M AY-2001 

Hotel lounge 

3 

60 

3 




Ui-M AY-2001 

Restaurant 

3 

26 

2 


' 


I6-MAY-200I 

Hotel room 

8 

0 

i 




I6-MAY-200I 

Hotel-Con fere nee 

10 

0 

i 




17-MAY-2001 

Home 

7 

31 

2 




17-MAY-2001 

Hotel 

4 

30 

2 




17-MAY-200I 

• 1 lotel-Conference 

8 

0 

1 




17- MAY-2001 

Return Home 

4 

0 

1 




I7-MAY-200I 

Sleeping 

i 

0 

i 




I8-MAY-2001 

I lome 

2 

8 

2 




18-MAY-2001 

Home sleeping 

5 

0 

1 


a Subject Classification: M-NS=Malc, Non-Smoker; F-NS=Fcmalc, Non-Smoker. 
b 1=-Light, 2 ; =Moderate > and 3-Heavy. 
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PM3006630022 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smokur Diaries by Subject 
(Page 9 of 16) 


Subject 

Subject 



Number 

Classification"_ 

Timepoint__ 

_ Date_ 

110 

M-NS 

Week 3 

19-M AY-200! 


19-MAY-2001 

19-MAY-200I 

19- MAY-2C0I 

20- MAY-2001 

20-MAY-2001 

20- MAY-200I 

21- MAY-2001 
2 l-M AY-2001 

21-MAY-2001 

21-MAY-2001 
21-MAY-2001 

21- MAY-iOOr 

22- MAY-2001 

22-M AY-2001 

22-M AY-2001 

Week 6 09-JUN-2001 

09-JUN-2001 
09-JUN-2001 
09-JUN-200I 

10-JUN-200I 

10-JUM-200I 
10-JUN-2001 
10-JUN-2001 

10- JIJN-20O1 

11- JUN-2001 
1 l-JUN-2001 

ll-JUN-2001 
1 l-JUN-2001 
1 l-JUN-2001 
ll-JUN-2001 

11- JUN-2001 
1 l-JUN-2001 
I l-JUN-2001 

12- JUN-200I 

12-JUN-2001 



Number of 

Number of Cigarettes 


Location 

_ Hours Exposed 

Smoked by Others 

_ _Intensity 1, 

Home 

5 

20 

2 

Home-sleeping 

8 

0 

1 

['ravel to Ft.McCoy 

7 

0 

1 

1 lome-outside 

4 

0 

1 

Home 

6 

24 

2 

Home-sleeping 

9 

0 

1 

Home-outside 

9 

0 

1 

Car 

3 

12 

2 

Home 

3 

12 

2 

Home-sleeping 

7 

0 

1 

Shopping 

1 

0 

1 

Madison-Business 

2 

0 

1 

Hoffic-aiORc 

i 

i) 

1 

Home 

1 

5 

2 

Home-Sleeping 

6 

0 

1 

Car 

2 

0 

1 

Hotel 

8 

33 

2 

Sight seeing 

5 

30-50 

1 

Restaurant 

l 

10-12 

2 

Hotel-sleeping 

10 

0 

t 

Hotel 

4 

18 

2 

Sight seeing 

5 

40 

0.5 

Restaurant 

2 

©20 

2 

Hotel room 

3 

13 

2 

Hotel-sleeping 

10 

0 

1 

Airport 

4 

18 

2 

Car 

3 

13 

2 

Home 

1 

2 

2 

Hotel 

6 

0 

1 

Hotel-sleeping 

1 

0 

1 

Flight to 01 (are 

3 

0 

1 

O'Hare Airport 

3 

0 

1 

Travel on airplane 

2 

0 

1 

Honie-sfccping 

i 

0 

1 

Home-sleeping 

7 

0 

1 

Travel to Covance 

2 

0 

1 


‘ Subject Classification: M-NS-Male, Non-Smoker; F-NS-Femaie. Non-Smoker. 
h I -LigW, 2=Motlerate, and 3=Hcavy. 
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PM3006630023 


RSR 

Protocol Mo. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 10 of 16} 


Subject 

Subject 



Number 

Classification 11 

Timepoint 

Date 

111 

M-NS 

week 1 

06-MAY-2001 
07-MA Y-2001 
08-MAY-2001 



Week 2 

12-MAY-2001 

12- MAY-2001 

13- M A Y-2001 



Week 3 

18- MA Y-2001 

19- MA Y-2001 

20- M A Y-2001 



Week 6 

08-.1UN-2001 

112 

M-NS 

Week 1 

11-MAY-2001 



Week 2 

f 5-M A Y-iuul 



Week 3 

I8-MAY-200I 



Week 6 

09-JUN-200I 

m 

M-NS 

Week 1 

07-MAY-200I 


07-MAY-200I 
07-MAY-200I 
07-MAY-2001 
O8-MAY-20O1 
08-MAY-2001 
09-MAY-2001 
(W-MAY-2001 
09-MAY-200] 
09-MAY-200I 
(19- MAY-2001 
10-MA Y-2001 

Week 2 12-M AY-2001 - 

12-MAY-2001 

12- MAY-200I 

13- MA Y-2001 
13-MA Y-2001 

13- MA Y-2001 

14- MA Y-2001 
14-M AY-2001 

14- MAY-2001 

15- M AY-2001 


Location 

Number of 

Hours Exposed 

Number of Cigarettes 

Smolted by Others 

Intensity 

House 

2 

6 

1 

Outside 

1 

10 

1 

Office 

3 

12 

2 

Outside 

1 

l 

l 

Bar 

3 

25 

1 

Unknown 

1 

10 

1 

Bar 

2 

20 

1 

Outside 

4 

20 

r 

Oulside 

1 

10 

i 

Office 

1 

12 

1. 

No Exposure 

No Exposure 

Bar 

2 

45 

2 

Bar 

3 

15 

1 

Home 

4 

10 

2 

Home 

4 

5 

1 

Car 

2 

5 

2 

Car 

1 

2 

1 

Home 

I 

1 

1 

Home 

6 

14 

2 

Home 

3 

14 

3 

Home 

7 

5 

2 

Car 

3 

6 

2 

Home 

2 

2 

1 

Car 

t 

1 

0 

Home 

l 

1 

1 

Htmie 

3 

5 

1 

Home 

7 

21 

2 

Home 

2 - 

in 

3 

Home 

G 

9 

1 

Home 

5 

13 

2 

Home 

1 

4 

3 

Home 

5 

6 

1 

Home 

6 

13 

2 

Home 

3 

n 

3 

Home 

2 

> 

1 


“ Subject Classification: M-NS - Ma!e, Nnn-Smnker: F-NS=Female, Non-Smnker, 

h 1-Light, 2=Mnrterate, and 3=He#vy. 
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PM3006630024 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing J 6.5-15 

Non-Smoker Diaries by Subject 
(Page 1 I of lft) 


Subject 

Subject 





Number of 

Number of Cigarettes 


Number 

Classification* 

Titnepoint 


Date 

location 

Hours Exposed 

Smoked by Others 

Intensity 1 ' 

114 

M-NS 

Week 1 


11 -MAY-2001 

No Exposure 






Week 2 


20-MAY-200I 

No Exposure 






Week 3 


24-MAY-2001 

No Exposure 






Week 6 


I3-JUN-2001 

House 

i 

0.5 

1 

115 

M-NS 

Week 1 


00-MAY-2001 

No Exposure 






Week 2 


18-MAY-2001 

No Exposure 






Week 3 


22-MAY-2001 

No Exposure 






Week 6 


I3-JUN-200I 

No Exposure 




116 

M-NS 

Week 1 


09-M AY-2001 

No Exposure 






Week 2 


12-MAY-2003 

House 

1 

25 

3 



Week 3 


21 -MAY -2001 

No-Exposure 






Week (i 


08-JUN-2001 

No Exposure 




117 

M-NS 

Week l 


09-M AY-2001 

No Exposure 






Week 2 


16-M AY-2001 

No Exposure 






Week 3 


22-MAY-200I 

No Exposure 






Week 6 


13-J UN-2001 

No Exposure 


) 


118 

M-NS 

Week 1 


07-MAY-200I 

Oar 

3 

70 

2 





07-M AY-2001 

Bar 

2 

25 

1 





OS-MAY-2001 

Bar 

2 

85 

3 





08-MAY-200I 

Bar 

i 

25 

2 





09-MAY-2001 

Bar 

2 

15 

| 



Week 2 


I2-MAY-2001 

Restaurant 

1 

5 

1 





I2-MAY-2001 

Bar 

7 

155 

3 





13-MAY-2001 

Bar 

2 

40 

2 





I3-MAY-20O1 

Bar 

2 

60 

3 





I4-MAY-2001 

Bar 

3 

60 

2 





I4-MAY-2001 

Bar 

1 

10 

1 





I5-MAY-2001 

Bar 

2 

30 

2 

4 Subject Classification: 

M-N$=Male, Non-Smoker; F-NS- 

-Female. Non-Smoker. 








s t=Light, 2=Mudenite, anti 3=Heavy. 
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PM3006630025 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 12 rtf 16) 


Subject 

Number 


118 


119 


120 


Subject 

Classification' 1 

Timepoint 

Date 

Location 

Number of 

Houre Exposed 

Number of Cigarettes 
Smoked by Others 

Intensity 1 ' 

M-N$ 

Week 3 

21-MAY-2001 

Oar 

3 

90 

3 



21-MAY-2001 

Bar 

1 

20 

2 



21-MAY-2001 

Rar 

1 

10 

1 



22-MAY-200I 

Bar 

1 

20 

2 



22-MAY-200I 

Bar 

1 

10 

1 



23-MAY-200I 

Bar 

2 

40 

2 



24-M AY-2001 

Bar 

1 

15 

2 


Week 6 

09-JUN-200I 

Bar 

4 

150 

3 



IO-JUN-2001 

Bar 

5 

05 

2 



IO-JUN-2001 

Bar 

2 

20 

1 



ll-JUN-2001 

Bar 

3 

65 

2 



1 l-JUN-2001 

Bar 

3 

115 

3 



i i.-.n.rN- 2 oni 

Rat 

2 

20 

! 



12-JUN-2001 

Bar 

2 

50 

2 

M-NS 

Week 1 

09-M AY-2001 

No Exposure 





Week 2 

14-MAY-2001 

No Exposure 





Week 3 

21-MAY-2001 

No Exposure 





Week 6 

12-JUN-200I 

No Exposure 




M-NS 

Week 1 

06-M AY-2001 

Outside 

1 

1 

I 



07-MAY : 200I 

Breakroom 

1 

6 

l 



08-MAY-2001 

Breakroom 

1 

5 

1 


Week 2 

I4-MAY-2001 

No Exposure 





Week 3 

21-MAY-2001 

Breakroom 

l 

6 

1 



22-MAY-200I 

Breakroom 

1 

5 

1 


Week 6 

1 l-JUN-2001 

No Exposure 




M-NS 

Week 1 

09-M AY-2001 

No Exposure 





Week 2 

I2-MAY-2001 

Restaurant 

4 

8 

1 



12-M AY-2001 

Bar 

1 

30 

3 


Week 3 

22-MAY-2001 

No Exposure 





a Subject Classification; M-NS=Male, Non-Smoker; F-NS=Fema1e, Non-Smoker. 
h l=Light, 2”Mocferate, and 3“Ueavy. 
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PM3006630026 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page ! 3 of 16) 


Subject 

Number 

Subject 

Classification 3 

Time point 

Dale 

Location 

Number of 

Hours Exposed 

Number of Cigarettes 

Smoked by Others 

Intensity 1 " 

121 

M-NS 

week 6 

09-JUN-20C1 

Wedding reception 

4 

4 

1 




IO-JIJN-2001 

Wedding reception 

1 

1 

3 

122 

M-NS 

Week 1 

10-MAY-200I 

No Exposure 






Week 2 

13-M AY-2001 

House 

1 

2 

1 



Week 3 

19-MAY-200I 

House 

2 

3 

1 




19-M AY-2001 

Restaurant 

1 

5 

2 




20-MAY-200I 

House 

t 

2 

{ 



Week 6 

I2-JUN-200I 

House 

l 

2 

1 

123 

M-NS 

Week 1 

08-M AY-2001 

Merrimac cafe 

1 

6 

2 




09-/UN-200I 

Cafe 

5 

1 

2 




iO-/uN-200i 

Cafe 

1 

4 

t- 



Week 2 

15-M AY-2001 

Mem’ac restaurant 

I 

5 

2 



Week 6 

I2-JUIV-200I 

Cafe 

1 

4-5 

2 

124 

M-NS 

Week 1 

09-MAY-2001 

Outside 

3 

6 

1 




09-MAY-200) 

Outside 

[ 

7 

2 



Week 2 

I2-MAY-20O1 

Outside 

1 

1 

2 



Week 3 

I9-MAY-2001 

Outside 

2 

2 

2 




22-MAY-2001 

Car 

1 

l 

1 



Week t 

10-JUN-2001 

Outside 

1 

l 

1 

125 

M-NS 

Week 1 

09-MAY-200I 

No Exposure 






Week 2 

14-MAY-2001 

No Exposure 






Week 3 

23-MAY-2001 

No Exposure 






Week 6 

18-JUN-200I 

No Exposure 




126 

M-NS 

Week 1 

09-MAY-2001 

No Exposure 






Week 2 

15-M AY-2001 

No Exposure 






Week 3 

23-MAY-2001 

No Exposure 






Week 6 

I2-JUN-2001 

No Exposure 





3 Subject Classification: M-NS=Male t Non-Smoker; F-NS=FemaIe ? Non-Smoker. 
h 1 ^Light, 2=Moderate, and 3=Heavy. 
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PM3006630027 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-13 

Non-Smoker Diaries by Subject 
(Page 14 of 16) 


Subject 

Number 

Subject 

Classification' 1 

Timepoint 

Date 

Location 


Number of 

Hours Exposed 

Number of Cigarettes 

Smoked by Others 

lntcnsity r 

127 

M-NS 

Week 1 

1 l-MAY-2001 

No Exposure 







Week 2 

14-MAY-2001 

No Exposure 







Week 3 

23-M AY-2001 

No Exposure 







Week f> 

11 - TUN-2001 

No Exposure 





128 

M-NS 

Week 1 

07-MAY-200I 

Home 


3 

5 

i 




07-M AY-2001 

Capital square 


l 

1 

1 




OS-M AY-2001 

Capital square 


\ 

2 

J 




08 MAY 2001 

Home 


3 

5 

1 




09-M AY-2001 

Home 


i 

1 

1 




CI9-M AY-2001 

Capital square 


1 

1 

i 



Week 2 

11-MAY-2001 

Home 


i 

i 

1 




!2=M AY-2001 

! loine 


3 

3 

j 




J4-MAY-2001 

Home 


1 

f 




Week 3 

19-MAY-2001 

Home 


2 

2 

1 




20-MAY-200I 

Home 


2 

2 

1 



Week 6 

10 JUN-2001 

Home 


2 

2 

1 




1 NUN-2001 

Home 


3 

3 

1 

129 

M-NS 

Week 1 

10-MAY-2001 

No Exposure 







Week 2 

14-M AY-2001 

No Exposure 







Week 3 

22-MAY-2001 

No Exposure 







Week 6 

11-JUN-2001 

No Exposure 





130 

M-NS 

Week 1 

07-MAY-2001 

Restaurant 


1 

2 

1 



Week 2 

15-MAY-200I 

No Exposure 







Week 3 

23-MAY-2001 

No Exposure 







Week 6 

13-J UN-2001 

No Exposure 





131 

M-NS 

Week 1 

07-MAY-2001 

Rreakroom 


2 

15 

1 




07-MAY-200I 

Breakroom 


1 

10 

2 




08-MAY-2001 

Break room 


2 

18 

1 




09-MAY-2001 

Breakroom 


1 

20 

2 




09-MAY-2001 

Breakroom 


1 

10 

1 


0 Subject Classification: M-NS^Male, Non-Smoker; F-NS=Fema(e, Non-Smoker 
h l=L>gJil, 2=Modcfate. and 3-Heavy. 


Draft 1:24 July 2002 


Page 14672 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 






PM3006630028 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 15 of 16) 


Suhject 

Number 

Subject 

Classification" 

Timepoint 

Date 

Location 

Number of 

Hours Exposed 

Number of Ctgareilec 
Smoked by Others 

Intensity 1 

13) 

M-NS 

Week 2 

I4-MAY-200I 

No Exposure 






Week 3 

21 -MAY-2001 

No Exposure 






Week fi 

I2-JUN-200I 

No Exposure 




132 

M-NS 

Week 1 

1G-MAY-2001 

No Exposure 






Week 2 

18-M AY-2001 

No Exposure 






Week 3 

21-MAY-2001 

Woric 

1 

2 

1 

133 

M-NS 

Week 1 

in-MAY-200! 

No Exposure 






Week 2 

16-M AY-2001 

No Exposure 






Week 3 

23-M AY-2001 

No Exposure 






Week 6 

14-JUN-2001 

No Exposure 




134 

M-NS 

Week 1 

13-MAY-2001 

Bar 

1 

13 

2 




14-MAY-200I 

Bar 

1 

10 

2 




I6-MAY-2001 

House 

1 

8 

3 



Week 2 

24-M AY-2001 

House 

1 

8 

2 



Week .3 

30-MAY-200I 

No Exposure 






Week 6 

I6-JUN-200I 

Car 

1 

3 

1 




16-JUN-20D1 

House 

1 

2 

1 




17-JUN-20OI 

Porch 

1 

2 

1 

(35 

M-NS 

Week 1 

OH-MAY-2001 

Rar 

2 

4 

I 




09-MAY-2001 

Bar/restaurant 

1 

8 

2 




09-MAY-2001 

Bar/restaurant 

2 

3 

1 



Week 2 

14-MAY-2001 

Restaurant 

1 

2 

1 




16-MAY-2001 

House 

1 

1 

1 



Week 3 

23-MAY-2001 

No Exposure 






Week 6 

09-JUN-2001 

House 

2 

12 

1 




10-JUM-2001 

Bar 

2 

40 

3 




1 l-JUN-2001 

House 

2 

20 

2 

500 

E-NS 

Week 1 

06-MAY -2001 

Bar 

5 

69 

1 


a Subject Classification; M-NS=Ma)e, Non-Smoker; F-NS-^Femaie, Non-Smoker. 
h l=Light. 2=Modemie, and 3=Heavv. 
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PM3006630029 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-15 

Non-Smoker Diaries by Subject 
(Page 16 of 16) 


Subject 

Number 

Subject 

Classification 1 

Timcpoint 

Date 

500 

F-NS 

Week 2 

11-MAY-2001 

11- MAY-2001 

12- M AY-20.01 
12-M AY-2001 



Week 3 

19- MAY-2001 

20- M AY-2001 



Week ft 

08-JUN-200I 

OR-JUN-2001 

10-JUN-200I 

501 

F-NS 

Week 1 

10-MAY-200I 



Week 2 

t2-MAY-200i 



Week 3 

23-MAY-2001 



Week 6 

14-J UN-2001 


* Subject Classification; M-NS—Male, Non-Smoker, F-NS—Female, Non-Smoker. 
h l=Lighl, 2=Moderate, and 3-Heavy. 


Number of Number of Cigarettes 

Location _Hours Ex posed Smoked by Others _ Intensity^ 


Bar 

3 

155 

1 

Bar 

4 

305 

2 

Car 

1 

1 

1 

Bar 

t 

50 

i 

Bar 

9 

88 

i 

Bar 

6 

66 

i 

Bar 

1 

30 

2 

Bar 

5 

69 

1 

Bar 

5 

Hi 

1 

No Exposure 

Restaurant bathroom 

No Exposure 

No Exposure 

3 min 

Not Reported 
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PM3006630030 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-16 
Urine Drug Screen by Subject 
(Page 1 of t2) 


Subject 

Subject 



Number 

Classification' 1 

Timepoint 

Result 

001 

F-S 

Screening 

Neg 



Enrollment 

Neg 

002 

F-S 

Screening 

Neg 



Enrollment 

Neg 

(XI3 

r-s 

Screening 

Ncg 



Enrollment 

Neg 

004 

F-S 

Screening 

Neg 



Enrollment 

Ncg 

005 

F-S 

Screening 

Neg 



Enrollment 

Neg 

006 

F-S 

Screening 

Ncg 



Enrol 1 me nt 

Neg 

007 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

008 

F-S 

Screening 

Neg 



Enrollment 

Neg 

009 

F-S 

Screening 

Neg 



Enrollment 

Neg 

010 

F-S 

Screening 

Neg 



Enrollment 

Ncg 

on 

F-S 

Screening 

Neg 



Enrollment 

Neg 

012 

F-S 

Screening 

Neg 



Enrollment 

Neg 

Subject Classificai Uvo: 

M-NS=Mate, Non-Smoker: M-S=Mate, Smoker; F-NS= 

Female. Non-Smoker: F-S' 

: Female. Smoker. 
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PM3006630031 


RSR 




Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-16 
Urine Drug Screen by Subject 
{Page ?. of 12) 


Subject 

Number 

Subject 

Classification" 

Timepojnt 

Result 

013 

F-S 

Screening 

Neg 



Enrollment 

Neg 

OH 

F-S 

Screening 

Neg 



Enrollment 

Norpropoxyphene (Confirmed) 




Propoxyphene metah.(Confimiecl) 

015 

F-S 

Screening 

Neg 



F.nrollmcnt 

Neg 

016 

F-S 

Screening 

Neg 



Enrollment 

Ncg 

017 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

018 

F-S 

Screening 

Neg 



Enrollment 

Neg 

019 

F-S 

Screening 

Neg 


- 

Enrollment 

Neg 

020 

F-S 

Screening 

Neg 



Enrollment 

Neg 

021 

FS 

Screening 

Neg 



Enrollment 

Neg 

022 

F S 

Screening 

Neg 



Enrollment 

Ncg 

023 

F-S 

Screening 

Neg 


N 

Enrollment 

Neg 

* Subject Classification. 

M-NS-Male. Non-Smoker; M-S-Male, Smoker; F-NS- 

Female. Non-Smoker; K-S 

“Female. Smoker. 
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PM3006630032 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1ft.5-16 

Urine Drug Screen by Subject 
(Page 3 of 12) 

Subject 

Subject 



Number 

Classification 3 

Timepoint 

_ Result 

024 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

025 

F-S 

Screening 

Neg 



Enrollment 

Neg 

026 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

027 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

028 

F-S 

Screening 

Neg 



Enrollment 

Neg 

029 

F-S 

Screening 

Ncg 



Enrollment 

Neg 

030 

F-S 

Screening 

Neg 



Enrollment 

Neg 

031 

F-S 

Screening 

Neg 



Enrollment 

Neg 

032 

F-S 

Screening 

Neg 



Enrollment 

Neg 

033 

F-S 

Screening 

Neg 



Enrollment 

Neg 

034 

F-S 

Screening 

Neg 



Enrollment 

Neg 

035 

F-S 

Screening 

Ncg 



Enrollment 

Neg 


a Subject Classification; M-\'S=Male, Non-Smoker; M-S=Male. Smoker; F-N$= Female, Non-Smoker: F-S=Female. Smoker. 
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PM3006630033 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


listing 16.5'16 
Urine Drug Screen by Subject 
(Page 4nf12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Result 

036 

M-S 

Screening 

Neg 



Enrollment 

Neg 

037 

M-S 

Screening 

Neg 



Enrollment 

Neg 

038 

M-S 

Screening 

' Neg 



Enrollment 

Meg 

030 

M-S 

Screening 

Neg 



Enrollment 

Meg 

040 

M-S 

Screening 

Neg 



Enrol Intent 

Neg 

041 

M-S 

Screening 

Neg 



Enrollment 

Neg 

042 

M-S 

Screening 

Neg 



Enrollment 

Neg 

(M3 

MS 

Screening 

Neg 



Enrollment 

Neg 

044 

M-S 

Screening 

Neg 



Enrollment 

Neg 

045 

M-S 

Screening 

Neg 



Enrollment 

Neg 

046 

M-S 

Screening 

S'cg 



Enrollment 

Neg 

047 

M-S 

Screening 

Neg 



Enrollment 

Neg 


* Subject Classification: M-NS-Male, Non-Smoker: M-S=Male, Smoker: F-NS= Female. Non-Smoker. F-S=Female. Smoker. 
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PM3006630034 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-16 
Urine Drug Screen by Subject 
(Page S of 12) 


Subject 

Number 

Subject 

Classification* 

Timcpoint 

Result 

048 

M-S 

Screening 

Neg 



Enrollment 

Ncg 

049 

M-S 

Screening 

Neg 



Enrollment 

Neg 

050 

M'S 

Screening 

Neg 



Enrollment 

Neg 

051 

M-S 

Screening 

Neg 



Enrollment 

TI1C (Confirmed! 

052 

M-S 

Screening 

Ncg 



Enrollment 

Neg 

055 

M-S 

Screening 

Neg 



Enrollment 

THC (Confirmed) 

054 

M-S 

Screening 

Neg 



Enrollment 

Neg 

055 

M-S 

Screening 

Ncg 



Enrollment 

Ncg 

056 

M-S 

Screening 

Neg 



Enrollment 

Neg 

057 

M-S 

Screening 

Neg 



Enrollment 

Ncg 

058 

M-S 

Screening 

Neg 



Enrollment 

Neg 

059 

M-S 

Screening 

Neg 



Enrollment 

Ncg 

s Subject Classification: 

M-NS”Mafe, Non-Smoker: M-S=Malc, Smoker; F-\ r S~ 

Female. Non-Smnker; F-S- 

-Female, Smoker 
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PM3006630035 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-16 
Urine Drug Screen by Subject 
(Page 6 of 12) 


Subject 

Subject 



Number 

Class ill cat ion 3 

Timepoint 

Result 

060 

M-S 

Screening 

Neg 



enrollment 

Neg 

061 

MS 

Screening 

Neg 



Enrollment 

Neg 

062 

M-S 

Screening 

Neg 



Enrollment 

Neg 

063 

M-S 

Screening 

Neg 



Enrollment 

Neg 

065 

M-S 

Screening 

Neg 



Enrollment 

Neg 

066 

M-S 

Screening 

6-MAM not present 

Morphine (Cionfirmed) 



Enrollment 

6-MAM not present 

Cndeine (Confirmed) 

Methadone (Confirmed) 

Morphine (Confirmed) 

067 

M-S 

Screening 

Neg 



Enrollment 

Neg 

068 

M-S 

Screening 

Neg 



Enrollment 

6-MAM not present 

Codeine (Confirmed) 

Codeine metab.(Confirmed) 

Morphine (Confirmed) 

069 

M-S 

Screening 

Propoxyphene (Confirmed) 
Norpropoxyphene (Confirmed) 
Propoxyphene metab.(Con firmed) 



Enrollment 

Neg 

3 Subject Classification- 

M-NS-Male, Non-Smoker; M-S-Malc. Smoker; F-NS= 

Female. Non-Smolcer !■• 

-S- Female, Smoker. 
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PM3006630036 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8430 


Listing 16.5-16 
Urine Dnig Screen by Subject 
(Page 7 of 12) 


Subject 

Numher 

Subject 

Classification 3 

Timcpoint 

Result 

071 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

072 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

073 

F-NS 

Screening 

Neg 


t 

Enrollment 

Neg 

074 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

075 

F-NS 

Screening 

Nog 



Enrollment 

Neg 

076 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

077 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

078 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

079 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

080 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

081 

F-NS 

Screening 

Neg 



Enrol Imenl 

Neg 

082 

F-NS 

Screening 

Neg 



• Enrol Imenl 

Neg 


3 Subject Classification: M-NS=Mafe, Non-Smoker: M-S~Male, Smoker; F-NS” Female. Non-Smoker; F-S” Female Smoker. 
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PM3006630037 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5'16 
Urine Drug Screen by Subject 
(Page 3 of 12) 


Subject 

Number_ 

Subject 

Classification 3 

Timepoini 

Result 

083 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

084 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

0X5 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

OHO 

F-NS 

' Screening 

Neg 



Enrollment 

Neg 

087 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

088 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

080 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

090 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

091 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

092 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

093 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

094 

F-NS 

Screening 

Neg 



Enrollment 

Neg 


a Suhjecf r" Pacification: M-NS=Male. Non-Smoker; M-S—Male. Smoker; F-NS— Female. Non-Smoker; F-S—Femalc. Smoker. 
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PM3006630038 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-16 
Urine Drug Screen by Subject 
(PageQofl2) 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Result 

095 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

096 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

097 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

098 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

099 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

100 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

101 

F-NS 

Screening 

Neg 



Enrollment 

Ncg 

102 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

103 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

104 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

105 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

106 

M-NS 

Screening 

Neg 



Enrol! mem 

Neg 

3 Subject C la ssi float inn - 

M-NS=Male, Non-Smoker; M-S=Mplc, Smoker; F-NS- 

Female. Non-Smoker; F 

: -S=Female, Smoker. 
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PM3006630039 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1 6.5 -1 rt 
Urine Drug Screen by Subject 

rPage in r»f 


Subject 

Number_ 


Subject 

Classification'* 

Timepoint 

Result 

107 


M-NS 

Screening 

Neg 




Enrollment 

Ncg 

108 


M-NS 

Screening 

Nee 




Enrollment 

Neg 

109 


M-NS 

Screening 

Neg 




Eiuolliiiuit 

Ncg 

no 


M-NS 

Screening 

Meg 




Enrollment 

Neg 

i’M 


M-NS 

Screening 

Ncg 




Enrollment 

Neg 

M2 


M-NS 

Screening 

Ncg 




Enrollment 

Neg 

113 


M-NS 

Screening 

Neg 




Enroll mem 

Neg 

114 


M-NS 

Screening 

Ncg 




Enrollment 

Ncg 

115 


M-NS 

Screening 

Neg 




Enrollment 

Neg 

116 


M-NS 

Screening 

Ncg 




Enrollment 

Neg 

117 


M-NS 

Screening 

Neg 




Enrollment 

Neg 

118 


M-NS 

Screening 

Neg 




Enrollment 

Neg 


Subject Classificatinn: M-NS-Vlale. Non-Smoker: M-S-Male. Smoker; F-NS= Female. Non-Smoker: F-S=Female. Smoker. 
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PM3006630040 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-16 
Urine Drug Screen by Subject 
(Page II of 12) 


Subject Subject 

Number _ Classification* ___Timepoint__Result 


119 

M-NS 

Screening 

Neg 



Enrollment 

Nee 

120 

M-NS 

Screening 

Neg 



Enrolment 

Neg 

121 

M-NS 

Screening 

Neg 



Enrollment 

Nee 

172 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

1 23 

M-NS 

Screening 

Ncg 



Enrollment 

Neg 

124 

M-NS 

Screening 

Ncg 



Enrollment 

Neg 

125 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

126 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

127 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

128 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

129 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

130 

M-NS 

Screening 

Neg 



Enrollment 

Neg 


J Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-\ I $= Female, Non-Smoker F-S-Female Smoker 
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PM3006630041 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-16 
Urine Drug Screen by Subject 
(Page 13 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Result 

131 

M-NS 

Screening 

Ncg 



Enrollment 

Ncg 

132 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

133 

M-NS 

Screening 

Ncg 



Enroll n icnl 

Neg 

134 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

135 

M-NS- 

Screening 

Neg 



Enrollment 

Ncg 

500 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

501 

F-NS 

Screening 

Neg 



Enrollment 

Ncg 

502 

F-S 

Screening 

Neg 



Enrollment 

Neg 

503 

F-S 

Screening 

Neg 



Enrollment 

Ncg 

504 

F-S 

Screening 

Net 



Enrollment 

Ncg 

505 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

506 

F-S 

Screening 

Neg 



Enrollment 

Neg 

Subject Classification: 

M-N T S=Male, Non-Smoker; M-S=Male, Smoker; F-NS r 

"Female. Non-Smoker; K-S~ 

Female. Smoker 
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PM3006630042 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-17 

Screening 12-Lead ECGs by Subject 
(Page I of 8) 


Ventricular 

Subject Subject Heart Rate 

Number _ Classification* _ (bcats/minj _ Interpretation Finding 


001 

F-S 

75 

Norma! 

002 

F-S 

90 

Normal 

003 

F-S 

63 

Normal 

004 

F-S 

89 

Normal 

005 

F-S 

71 

Normal 

006 

F-S 

62 

Nonna 1 

007 

F-S 

59 

Normal 

008 

F-S 

75 

Normal 

000 

F-S 

56 

Abnormal (NCS) 

010 

F-S 

46 

Normal 

on 

F-S 

64 

Normal 

012 

F-S 

76 

Normal 

013 

F-S 

67 

Normal 

014 

F S 

64 

. Normal 

015 

F-S 

60 

Normal 

016 

F-S 

68 

Normal 

017 

F-S 

76 

Normal 

018 

F-S 

60 

Normal 

019 

F-S 

65 

Normal 


“ Subject Classification: M-NS-Mafe. Non-Smoker; M-S - Male. Smoker: F-NS= Female. Non-Smoker: F-S=Female, Smoker. 
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PM3006630043 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.5-17 

Screening 12-Lead ECGs by Subject 
(Page 2 tvf R) 


Subject 

Number 

Subject 

Classification" 

Ventricular 

Heart Rate 
(beats/m in) 

t 

Interpretation Finding 

020 

F-S 

83 

Abnormal (NCS) 

021 

F-S 

58 

Normal 

022 

F-S 

59 

Normal 

023 

F-S 

74 

Abnormal (NCS) 

024 

F-S 

69 

Normal 

025 

F-S 

81 

Normal 

026 

F-S 

58 

Normal 

027 

F-S 

71 

Abnormal (NCS) 

028 

F-S 

80 

Abnormal (NCS) 

029 

F-S 

65 

Abnormal (NCS) 

030 

F-S 

69 

Normal 

031 

F-S 

68 

Normal 

032 

F-S 

74 

Normal 

033 

r-s 

66 

Ahnormal (NCS) 

034 

F-S 

55 

Normal 

035 

F-S 

67 

Normal 

036 

M-S 

60 

Normal 

037 

MS 

54 

Abnormal (NCS) 

038 

M-S 

76 

Normal 

" Subject Classification: M-NS 

=Male, Non-Smoker; M-S 

=Male, Smoker: F-NS 

= Female, Non-Smoker F-S=Female. Smoker. 
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PM3006630044 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification* 

Ventricular 
Heart Rale 
(beats/min) 

039 

MS 

79 

040 

M-S 

53 

041 

M-S 

60 

042 

M-S 

72 

043 

M-S 

5.5 • 

044 

M-S 

54 

045 

M-S 

80 

04(j 

M-S 

60 

047 

M-S 

58 

048 

M-S 

58 

049 

M-S 

53 

050 

M-S 

54 

051 

M-S 

54 

052 

M-S 

54 

053 

M-S 

66 

' 054 

M-S 

54 

055 

M-S 

69 

056 

M-S 

50 

057 

M-S 

77 


s Subject Classification: M-NS=Male. Non-Smoker: M-S=Male. Smoker: 


Draft 1:24 July 2002 



Source: 


Listing 16.5-17 

Screening 12-Lcad ECGs by Subject 
(Page .3 nf R) 




PM3006630045 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification* 

Ventricular 

Heart Rate 
tbeats/min) 

058 

M-S 

55 

059 

M-S 

63 

060 

M-S 

66 

061 

M-S 

70 

062 

M-S 

69 

063 

M-S 

93 

065 

M-S 

60 

066 

MS 

63 

067 

M-S 

62 

068 

M-S 

71 

069 

M-S 

57 

071 

F-NS 

8! 

072 

F-NS 

78 

073 

F-NS 

70 ~ 

074 

F-NS 

81 

075 

F-NS 

73 

076 

F-NS 

68 

077 

F-NS 

75 

078 

F-NS 

63 

Subject Classification: M-NS 

=Male, Non-Smoker; M-S : 

=Male, Smoker; 1 
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Source: 


Listing 16.5-17 

Screening 12 Lead ECGs by Subject 
(Page 4 of 8) 


_Inter pretation binding _ 

Abnormal (NCS) 

Normal 

Normal 

Normal 

Normal 

Normal 

Abnonnal (NCS) 

Normal 

Normal 

Normal 

Abnormal (NCS) 

Normal 

Normal 

Normal 

Normal 

Normal 

Normal 

Normal 

Normal 

; -NS= Female, Non-Smoker; F-S=FemalC. Smoker. 
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PM3006630046 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-17 

Screening 12-Lead ECGs by Subject 
(Page 5 of 8) 


Ventricular 

Subject Subject Heart Rate 

Number _ Classification" _ (beats/min) _ Interpretation _ Finding 


079 

F NS 

69 

Normal 

080 

F-NS 

68 

Normal 

081 

F-NS 

61 

Normal 

082 

F-NS 

55 

Normal 

083 

F-NS 

75 

Normal 

084 

F-NS 

7! 

Normal 

085 

F-NS 

70 

Normal 

086 

F-NS 

*1 

Normal 

087 

F-NS 

69 

Normal 

088 

F-NS 

74 

Normal 

089 

F-NS 

61 

Abnormal (NCS) 

090 

F-NS 

65 

Normal 

091 

F-NS 

68 

Normal 

092 

F-NS 

70 

Nonjial 

093 

F-N'S 

76 

Normal 

094 

F-NS 

75 

Abnormal (NCS) 

095 

F-NS 

60 

Normal 

096 

F-NS 

56 

Normal 

097 

F-NS 

59 

Normal 


Subject Classification: M-NS-Male, Non-Smoker; M-S=Mate, Smoker; F-NS- Female, Non-Smoker; F-S=Female. Smoker 
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PM3006630047 


rsr ^ 

Protocoi No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-17 

Screening 12-Lead ECGs by Subject 
(Page 6 of fi) 


Subject 

Number 

Subject 

Classification* 

Ventricular 
Heart Hate 
fbeats/min) 

__Inicipretation 

098 

r-NS 

60 

Normal 

090 

F-NS 

64 

Normal 

100 

F-NS 

73 

Normal 

101 

F-NS 

69 

Normal 

102 

F-NS 

65 

Normal 

103 

F-NS 

71 

Normal 

104 

M-NS 

59 

Normal 

105 

M-NS 

59 

Abnormal (NCS) 

106 

M-NS 

42 

Abnormal (NCS) 

107 

M-NS 

57 

Normal 

108 

M-NS 

59 

Normal 

109 

M-NS 

SO 

Normal 

110 

M-NS 

63 

Normal 

111 

M-NS 

58 

Normal 

112 

M-NS 

56 

Normal 

113 

M-NS 

46 

Normal 

114 

M-NS 

57 

Normal 

115 

M-NS 

75 

Normal 

116 

M-NS 

60 

Normal 


* Subject Classification: M-N$=MaIe. Non-Smoker: M-S=Ma!e. Smoker; F-NS= Female. Non-Smoker: F-S= Female. Smoker. 
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PM3006630048 


RSR 




Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-17 

Screening 12-Lead ECGs by Subject 
(Page 7 of 8) 


Ventricular 

Subject Subject Heart Rate 

Number Class! fication* _(beats/min)_ [nterp fetation Finding 


117 

M-NS 

64 

Normal 

118 

M-NS 

60 

Normal 

119 

M-NS 

72 

Normal 

120 

M-NS 

55 

Normal 

121 

M-NS 

90 

Normal 

122 

M-NS 

50 

Normal 

123 

M-NS 

50 

Abnormal (NCS) 

124 

M-NS 

43 

Normal 

125 

M-NS 

70 

Normal 

126 

M-NS 

70 

Abnormal (NCS) 

127 

M-NS 

64 

Normal 

128 

M-NS 

55 

Normal 

129 

M-NS 

57 

Abnormal (NCS) 

130 

M-NS 

48 

Abnormal (NCS) 

13! 

M-NS 

57 

Normal 

132 

M*NS 

54 

Nomial 

133 

M-NS 

64 

Abnormal (NCS) 

134 

M-NS 

54 

Normal 

135 

M-NS 

57 

Normal 


a Subject Classification: M-NS-Male, Non-Smoker; M-S=Ma!e, Smoker; F-NS- Female, Non-Smoker; F-S-Female. Smoker. 
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PM3006630049 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-17 

Screening 12-Lead ECGs by Subject 
(Page 8 of 8) 


Subject 

Number 

Subject 

Classification* 

Ventricular 

Heart Rate 
{beats/m inj 

Interpretation Finding 

500 

F-NS 

65 

Abnormal (NCS) 

501 

F-NS 

53 

Abnormal (NCS) 

502 

F-S 

57 

Normal 

503 

F-S 

56 

Normal 

504 

F-S 

55 

Normal 

505 

F-NS 

56 

Normal 

50b 

F-S 

72 

Normal 


3 Subject Classification: M~NS=Male, Non-Stnoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S^Fema!e. Smoker. 
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PM3006630050 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-18 

Screening Lung Function Tests by Subject 
(Page I of 8) 


Subject 

N timber 

Subject 

Classification 3 

FVC 

(%> 

FEVl 

f%l 

001 

F S 

119 

81 

002 

F-S 

76 

77 

003 

F-S 

106 

109 

004 

F-S 

124 

no 

005 

F-S 

112 

112 

006 

F-S 

106 

76 

007 

F-S 

87 

97 

008 

F-S 

100 

98 

009 

F-S 

177 

86 

010 

F-S 

96 

% 

on 

F-S 

102 

86 

012 

F-S 

104 

92 

013 

F-S 

116 

94 

014 

F-S 

134 

133 

015 

F-S 

106 

80 

016 

F-S 

93 

84 

017 

F-S 

98 

97 

018 

F-S 

124 

112 

019 

F-S 

87 

76 


a Subject Classification: M-NS=Malc, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630051 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-18 

Screening Lang Function Tests by Subject 
(Page 2 of 8) 


Subject Subject FVC LEV I 

Mumbe r_ Classification" _(%)_ (%) 


020 

P-S 

1 14 

92 

021 

F-S 

87 

87 

022 

F-S 

102 

98 

023 

F-S 

125 

103 

024 

F-S 

114 

105 

025 

F-S 

97 

93 

026 

F-S 

89 

84 

027 

F-S 

111 

105 

028 

F-S 

131 

131 

029 

F-S 

96 

84 

030 

F-S 

96 

91 

031 

F-S 

115 

T01 

032 

F-S 

103 

79 

033 

F-S 

107 

75 

034 

FS 

93 

89 

035 

F-S 

96 

91 

036 

M-S 

103 

99 

037 

M-S 

98 

93 

038 

M-S 

109 

96 


a Subject Classification: M-NS^Male. Non-Smoker: M-S=Malc. Smoker: F-NS= Female. Non-Smoker: F-.S^Female. Smoker. 
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PM3006630052 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-f8 

Screening Lung Function Tests by Subject 
(Page 3 nf 8) 


Subject 

Number 

Subject 

Classification*’ 

t'VC 

_0Q_ 


VEVI 

039 

M-S 

I5« 


79 

040 

M-S 

92 


84 

041 

M-S 

133 


127 

042 

M-S 

96 


106 

043 

M-S 

100 


95 

044 

M-S 

116 


119 

045 

M-S 

95 


86 

046 

M-S 

92 


82 

047 

M-S 

87 


75 

048 

M-S 

105 


97 

049 

M-S 

133 


96 

050 

M-S 

133 


83 

051 

M-S 

117 


113 

052 

M-S 

113 


106 

053 

M S 

99 


100 

054 

M-S 

93 


90 

055 

M-S 

99 


96 

056 

M-S 

81 


76 

057 

M-S 

102 


96 

* Subject Classification: M-NS=Ma1e, Non-Smoker; M-S^Male, Smoker; F-NS= 

Female, Non-Smoker; F-S=Fcmalc, Smoker. 
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PM3006630053 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-18 

Screening Lung Function Tests by Subject 
(Page 4 of £) 


Subject 

Number 

Suhjcct 

Classification'' 

FVC 

(%) 

FEVI 

(%) 

058 

M-S 

104 

106 

059 

M-S 

98 

85 

060 

M-S 

103 

78 

061 

M-S 

IU5 

90 

062 

M-S 

109 

103 

063 

M-S 

75 

76 

065 

M-S 

89 

95 

%6 

M-S 

107 

no 

067 

M-S 

116 

114 

06S 

M-S 

122 

115- 

069 

M-S 

99 

87 

071 

F-NS 

1 1 K 

118 

072 

F-NS 

136 

117 

073 

F-NS 

126 

115 

074 

F-NS 

107 

109 

075 

F-NS 

96 

81 

076 

F-NS 

113 

109 

077 

F-NS 

1 15 

106 

078 

F-NS 

101 

105 


a Subject Classification: M-NS-Malc, Non-Smoker: M-S=Mafe, Smoker; F-NS= Female. Non-Smoker; F-$=Female. Smoker. 
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PM3006630054 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-18 

Screening Lung Function Tests hv Subject 
(Page 5 of 8} 


Subject 

Number 

Subject 

Classification 3 

FVC 

(%)_ 

FEVl 

(%) 

079 

F-NS 

125 

96 

080 

F-NS 

1 H 

til 

081 

F-NS 

121 

128 

082 

F-NS 

104 

89 

080 

r-NS 

112 

100 

084 

F-NS 

98 

80 

085 

F-NS 

107 

104 

086 

F-NS 

101 

82 

087 

F-NS 

111 

95 

088 

F-NS 

117 

100 

089 

F-NS 

101 

92 

090 

F-NS 

100 

99 

091 

F-NS 

90 

83 

092 

F-NS 

115 

100 

0» 

F-NS 

110 

102 

094 

F-NS 

106 

109 

095 

F-NS 

119 

108 

096 

F-NS 

152 

116 

097 

F-NS 

106 

91 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker: F-NS= Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006630055 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-18 

Screening Lung Function Tests by Subject 
(Page 6 of 8) 


Subject 

Number 

Subject 

Classification' 4 

FVC 

(%) 

FEVI 

(%) 

098 

F-NS 

128 

118 

099 

F-NS 

81 

88 

100 

F-NS 

92 

102 

101 

F-NS 

98 

96 

102 

F-NS 

104 

07 

103 

F-NS 

81 

76 

104 

W-NS 

82 

85 

105 

M-NS 

104 

90 

106 

M-NS 

105 

93 

107 

M-NS 

128 

107 

108 

M-NS 

1 14 

110 

109 

M-NS 

SI 

91 

110 

M-NS 

106 

105 

in 

M-NS 

110 

84 

112 

M-NS 

HI 

101 

113 

M-NS 

142 

125 

114 

M-NS 

93 

89 

115 

M-NS 

100 

94 

116 

M-NS 

87 

77 

a Subject Classification: M-NS-Male, Non-Smoker; M-S^Male, Smoker: F-NS= 

Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006630056 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing f 6.5* 18 

Screening Lung 1 : unction Tests by Subject 
(Page 7 of 8) 


Subject 

Number 

Subject 

Classification* 

FVC 

(%) 

FEVI 

(%) 

117 

M-NS 

109 

108 

11* 

M-NS 

105 

92 

119 

M-NS 

108 

84 

120 

M-NS 

130 

113 

121 

M-NS 

108 

85 

122 

M-NS 

102 

109 

123 

M-NS 

119 

101 

124 

M-NS 

99 

95 

125 

M-NS 

100 

78 

126 

M-NS 

94 

95 

127 

M-NS 

96 

82 

m 

M-NS 

113 

99 

129 

M-NS 

105 

79 

130 

M-NS 

110 

86 

131 

M-NS 

133 

120 

132 

M-NS 

83 

88 

133 

M-NS 

105 

105 

134 

M-NS 

101 

111 

135 

M-NS 

75 

80 


a Subject Classification: M-NS-"Male, Non-Smoker; M-S-Male. Smoker; F-NS - Female. Non-Smoker; F-S- Female. Smoker. 
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PM3006630057 


RSR w 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-18 

Screening Lung Function Tests by Subject 
(Page 8 of 8) 


Subject 

Number 

Subject 

Classification' 1 

FVC 

<%) 

FEVI 

(%L 

500 

F'NS 

105 

97 

501 

F-NS 

129 

116 

502 

F-S 

119 

too 

503 

F-S 

114 

104 

504 

F-S 

109 

87 

505 

F-NS 

120 

114 

506 

F-S 

122 

116 


a Subject Classification; M-NS^Male. Non-Smoker; M-S~Male, Smoker; F-NS 777 Female, Non-Smoker, F-$=Female, Smoker 
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PM3006630058 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vitnl Signs by Subject 
(Page 1 of 27)' 





Blood Pressure 




Oral 

Subject 

Subject 


Systolic 

Diastolic 

Pulse 

Respiration 

Temperature 

Number 

Classification*’ 

Timcpoint 

(mmHc) 

(mniHg) 

(heats/min) 

(hreathsTnin) 

rc) 

001 

F-S 

Screening 

151 

76 

82 

12 

36.7 



Enrollment 

152 

80 

94 

16 

37.1 



Week 1 

153 

84 

90 

16 

37 7 



Week 2 

147 

81 

87 

16 

36,7 



Week .3 

161 

99 

81 

16 

36.4 



Week 6 

126 

73 

89 

12 

36.3 

002 

F-S 

Screening 

146 

81 

89 

12 

37.3 



Enrollment 

156 

89 

97 

16 

37.4 



Week 1 

151 

77 

86 

16 

37.4 



Week 2 

142 

82 

89 

16 

37.2 



Week 3 

MS 

KG 

82 

16 

37.3 



Week 6 

122 

76 

91 

12 

36.6 

003 

F-S 

Screening 

117 

66 

62 

12 

36.6 



Enrollment 

127 

70 

68 

16 

36.9 



Week 1 

146 

IS 

86 

16 

37.1 



Week 2 

103 

63 

80 

16 

37.3 



Week 3 

132 

74 

80 

16 

37.4 



Week 6 

114 

75 

86 ‘ 

16 

36.6 

004 

F-S 

Screening 

112 

82 

94 

16 

36-9 



Enrollment 

M2 

84 

114 

16 

37.1 



Week 1 

106 

75 

105 

12 

37.4 



Week 2 

III 

79 

90 

12 

36.2 



Week 3 

103 

71 

78 

20 

36.5 



Week 6 

J If) 

81 

X4 

12 

37.1 

005 

F-S 

Screening 

144 

71 

73 

16 

36.3 



Enrollment 

137 

81 

79 

16 

36.4 



Week 1 

137 

79 

81 

16 

36.2 



Week 2 

117 

62 

86 

16 

36.9 



Week 3 

95 

60 

64 

16 

36.8 



Week* f> 

121 

77 

69 

12 

36.6 

Subject Classification: M-NS- 

=Ma!e. Non-Smoker: M-S= 

Male. Smoker; F-NS= 

'emale, Non-Smoker; F-S-Feirttk. Smoker. 
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PM3006630059 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 2 of 27) 


Subject 

Number 

Subject 

Classification 6 

Fimcpoint 

Blood Pressure 

Systolic 

(mmHc) 

Diastolic 
(mm Hr) 

Pulse 

(beats/m in') 

Respiration 

(breaths/min) 

s Oral 

Temperature 

rci 

006 

F-S 

Screening 

116 

69 

68 

20 

37.0 



Enrollment 

1 14 

76 

74 

16 

36.7 



Week 1 

m 

77 

77 

16 

366 



Week 2 

105 

69 

68 

12 

36.1 



Week 3 

IK) 

71 

55 

16 

36.2 



Week 6 

106 

71 

86 

16 

36.7 

007 

F-S 

Screening 

99 

66 

64 

16 

36.2 



Enrollment 

99 

67 

72 

12 

36.4 



Week 1 

107 

62 

76 

16 

36.4 



Week 2 

101 

59 

80 

20 

16 0 



Week l 

VI u 

75 

66 

20 

36.5 



Week 6 

112 

73 

68 

Unknown 

36.4 

008 

F-S 

Screening 

112 

79 

90 

16 

37.6 



Enrollment 

126 

76 

80 

16 

37.2 



Week 1 

109 

73 

73 

16 

36.6 



Week 2 

114 

70 

70 

25 

37.0 



Week 3 

112 

74 

76 

16 

37.6 



Week 6 

95 

69 

87 

16 

36.7 

000 

F-S 

Screening 

129 

69 

61 

16 

36.6 



Enrollment 

135 

69 

63 

16 

36.6 



Week 1 

142 

66 

64 

12 

36.8 



Week 2 

121 

57 

70 

16 

36.4 



Week 3 

128 

59 

71 

16 

36.7 



Week 6 

120 

61 

73 

16 

36.3 

010 

F-S 

Screening 

101 

56 

52 

12 

36.7 



Enrollment 

107 

61 

49 

16 

36.1 



Week 1 

114 

73 

79 

16 

35.1 



Week 2 

111 

65 

59 

16 

37.1 

on 

F-S 

Screening 

148 

78 

65 

16 

36.4 



Enrollment 

129 

75 

84 

16 

36 7 



Week 1 

142 

91 

90 

16 

36.4 



Week 2 

152 

89 

66 

1 1 

36 4 



Week 3 

152 

74 

Kf> 

20 

36.3 



Week 6 

144 

HI 

90 

16 

36.7 

" Subject Classification: M-NS- 

“Male. Non-Smnlccr; M-S' 

=Matc. Smoker; F-NS- 

Female. N mi-Smoker; F-S-Female. Smoker. 
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PM3006630060 


RSR 




Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16-5-19 
Vital Signs by Subject 
(Page .1 of 2 7) 


Subject 

Number 

Subject 

Classification" 

Timetwini 

Blood Pressure 

Systolic 

(mmHfi) 

Diastolic 

(ramHft) 

Pulse 

(beats/tnin) 

Respiration 

(hrealhs/min) 

Oral 

Temperature 

ra 

012 

r-s 

Screening 

121 

71 

76 

16 

37.3 



Enrollment 

1 17 

74 

81 

16 

37.3 



Week 1 

132 

81 

86 

16 

369 



Week 2 

112 

60 

85 

16 

36.7 



Week? 

126 

76 

85 

20 

36.8 



Week 6 

108 

63 

77 

16 

36.7 

013 

r-s 

Screening 

116 

76 

80 

16 

36.8 



Enrollment 

no 

69 

76 

16 

36.4 



Week 1 

108 

74 

82 

12 

36.5 



Week 2 

109 

69 

79 

12 

36.2 



Week 3 

100 

65 

76 

16 

36.1 



Week 6 

103 

71 

82 

16 

36.2 

014 

F-S 

Screening 

110 

72 

67 

12 

37.1 



Enrollment 

111 

67 

78 

12 

36.6 



Week 1 

110 

71 

72 

16 

36.9 



Week 2 

127 

63 

76 

16 

.16.7 



Week 3 

no 

76 

76 

20 

36,3 



Week 6 

106 

68 

80 

16 

36.8 

015 

F-S 

Screening 

116 

83 

83 

16 

37.3 



Enrollment 

■ 116 

83 

82 

12 

36.9 



Week 1 

114 

76 

93 

16 

37.1 



Week 2 

114 

74 

68 

12 

.36.6 



Week 3 

111 

73 

73 

12 

36.8 



Week 6 

115 

77 

89 

20 

37.5 

016 

F-S 

Screening 

111 

60 

74 

12 

37.0 



Enrollment 

117 

66 

85 

16 

37.2 



Week 1 

109 

68 

80 

16 

36.8 



Week 2 

114 

62 

78 

16 

37.2 



Week 3 

135 

64 

65 

16 

36.9 



Week 6 

116 

66 

74 

K> 

37.3 

a Subject Classification: 

M-NS-Male, Non-Smoker; M-f 

U=Male, Smoker; F-N.S— 

Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006630061 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing l<j.5~19 
Vital Signs by Subject 
(Page 4 of 27) 


Subject 

Number 

Subject 

Classification" _ 

limepoint 

Blood Pressure 

Systolic 

(mmHp) 

Diastolic 

(mmHfi) 

Pulse 

(hcats/min) 

Respiration 

(breaths/min) 


Oral 

Temperature 

CO 

017 

F-S 

Screening 

126 

63 

85 

12 


.37 1 



Enrollment 

112 

<54 

87 

16 


17.0 



Week f 

100 

59 

SI 

16 


17 4 



Week 2 

113 

70 

82 

20 


16.5 



Week J 

105 

55 

62 

12 


16.8 



Week 6 

M0 

61 

73 

16 


36.6 

018 

F S 

Screening 

91 

5.3 

62 

16 


36.7 



Enrollment 

99 

68 

77 

16 


.16.2 



Week 1 

97 

63 

74 

16 


16.7 



Week 2 

95 

62 

70 

12 


36.4 



Week 3 

93 

60 

67 

Hi 


36.2 



Week 6 

96 

64 

78 

16 


36.6 

019 

F-S 

Screening 

129 

61 

7.3 

16 


36.4 



Enrollment 

145 

75 

78 

16 


36.8 



Week I 

143 

69 

79 

16 


37.2 



Week 2 

132 

70 

86 

20 


36.9 



Week 3 

91 

49 

87 

16 


36.8 



Week 6 

137 

68 

88 

16 


37.0 

020 

F-S 

Screening 

100 

62 

86 

16 


37.2 



Enrollment 

' 120 

73 

86 

12 


36.9 



Week 1 

117 

69 

82 

16 


.17.6 



Week 2 

104 

64 

87 

12 


37.2 



Week 3 

109 

62 

96 

16 


36.8 



Week 6 

126 

69 

81 

16 


.37.2 

021 

F-S 

Screening 

91 

59 

63 

12 


16 8 



Enrollment 

104 

68 

67 

12 


16.2 



Week 1 

110 

65 

70 

20 


36.2 



Week 2 

107 

66 

70 

16 


36.3 



Week 3 

111 

65 

73 

20 


36.5 



Week 6 

103 

68 

78 

16 


36.1 

a Subject Classification: M-NS-Male. 

. Non-Smoker; M-S- 

=Malc. Smoker: F-NS= 

Female. Non-Smoker; F-S= Female. Smoker. 








Draft 1: 24 July 2002 


Page 14706 of l 5122 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630062 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vita! Signs by Subject 
(Page 5 of 27) 


Subject 

Number_ 

Subject 

_Classification*_ 

Timepoint 

Systolic 

(mmHfi) 

Blood Pressure 

Diastolic 

(mmHg) 

Pulse 

(beats/mi n) 

Respiration 

(breaths/min) 

Oral 

Temperature 

CO 

022 

F-S 

Screening 

120 

72 

75 

16 

36.8 



Enrollment 

131 

82 

78 

12 

36.8 



Week 1 

128 

85 

76 

16 

37.1 



Week 2 

108 

75 

73 

16 

37.1 



Week 3 

113 

75 

65 

16 

36.0 



Week 6 

117 

75 

80 

12 

36.6 

02? 

F-S 

Screening 

106 

63 

77 

12 

37.0 



Enrollment 

102 

61 

83 v 

12 

36.4 



Week 1 

97 

58 

70 

16 

36.3 



Week 2 

104 

63 

88 

16 

37.4 



Week. 3 

107 

62 

76 

16 

36.5 



Week 6 

1 17 

71 

85 

12 

36.7 

024 

r-s 

Screening 

106 

76 

84 

16 

37.1 



Enrollment 

115 

7R 

95 

16 

365 



Week t 

105 

78 

72 

16 

36.6 



Week 2 

111 

78 

78 

12 

36.2 



Week 3 

no 

79 

93 

20 

36.6 



Week 6 

105 

80 

75 

16 

36.3 

025 

F-S 

Screening 

157 

88 

95 

16 

360 



Enrollment 

155 

93 

101 

12 

36.8 



Week 1 

137 

8 A 

117 

16 

37.1 



Week 2 

143 

86 

88 

16 

36.7 



Week 3 

113 

8! 

97 

16 

36.6 



Week 6 

143 

88 

93 

16 

36.3 

026 

F-S 

Screening 

106 

68 

61 

16 

36.2 



Enrollment 

120 

79 

65 

16 

.36.7 



Week l 

121 

74 

64 

16 

36.2 



Week 2 

114 

65 

76 

16 

36.8 



Week 

103 

58 

79 

16 

368 



Week 6 

111 

65 

62 

12 

36.4 


a Subject Classification: M-NS=Mate, Nnn-Smnker; M-$=Mafe, Smoker; F-NS= Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006630063 


RSR ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 



Listing lfi.5-19 
Vital Signs by Subject 
(Page 6 of 27 1 ) 


Blood Pressure _ Oral 


Subject 

Number 

Subject 

Classification"* _ 

__ Vimepoint 

Systolic 

(mmHs) 

Diastolic 

(mmUft) 


Puf.se 

fheats/min) 


Respiration 

(brealhs/min) 


Temperature 

("Cl 

027 

F-S 

Screening 

99 

54 


77 


16 


36.4 



FnrolTment 

101 

58 


97 


16 


37.2 



Week 1 

[00 

56 


98 


16 


36.8 



Week 2 

90 

53 


93 


16 


36.7 



Week 3 

111 

50 


82 


20 


36.7 



Week 6 

108 

60 


86 


16 


37.7 

028 

F-S 

Screening 

103 

59 


78 


16 


36.2 



Enrollment 

123 

68 


S3 


16 


37 1 



Week 1 

M3 

67 


89 


16 


36.6 



Week 2 

114 

59 


78 


20 


36.3 



Week 3 

i,in 

64 


84 


16 


37.3 



Week 6 


61 


83 


12 


36.4 

029 

F-S 

Screening 

93 

65 


64 


16 


.36.6 



Enrollment 

112 

65 


68 


16 


36.8 



Week 1 

III 

72 


74 


16 


36.6 



Week 2 

102 

56 


68 


16 


36.4 



Week 3 

109 

60 


72 


16 


36.3 



Week 6 

106 

61 


74 


16 


36.6 

(HO 

F-S 

Screening 

122 

69 


77 


16 


37.0 



Enrollment 

12(5 

77 


77 


16 


36.6 



Week 1 

138 

81 


85 


16 


36.9 



Week 2 

120 

74 


79 


16 


36.8 



Week 3 

131 

84 


78 


20 


36.7 



Week 6 

131 

83 


80 ' 


12 


37.1 

031 

r-s 

Screening 

135 

75 


71 


16 


36.R 



Enrollment 

113 . 

71 


70 


16 


36.8 



Week 1 

106 

67 


76 


16 


36.9 



Week 2 

128 

66 


69 


12 


36.7 



Week 3 

123 

62 


78 


16 


37.1 



Week 6 

116 

63 


fin 


16 


369 

Subject Classification: M-NS= 

=Male. Non-Smoker: M-S“ 

-Male. Smoker: F-NS- 

Female. Non-Smoker: F-S=Female. Smoker 
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PM3006630064 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Clarification" 

Timepoim 

032 

F-S 

Screening 
Enrollment 
Week 1 
Week 2 
Week 3 
Week 6 

033 

F-S 

Screening 
Enrollment 
Week 1 
Week 2 
Week 3 
Week 6 

034 

F-S 

Screening 
Enrol Iment 
Week I 
Week 2 
Week 3 
Week 6 

035 

F-S 

Screening 
Enrollment 
Week 1 
Week 2 
Week 3 
Week 6 

036 

M-S 

Screening 
Enrollment 
Week 1 
Week 2 
Week 3 
Week 6 


* Subject Classification: M-NS=Ma1e, Non-Smoker; M-S~Mate. SmokeT; F-NS= Female, Non-S 


Draft 1:24 July 2002 


Source: https://www.i 



Listing 16.5-19 
Vital Signs by Subject. 

(Page 7 of 27) 

Blnod Pressure_ Oral 


Systolic 

(mmHa) 

Diastolic 

(mmHj’X 

Pulse 

(beats'min) 

Respiration 

(hreaths/min) 

Temperature 

CO 

m 

66 

70 

16 

37.7 

144 

69 

79 

16 

36.3 

132 

65 

79 

10 

36.2 

120 

70 

86 

16 

30.7 

132 

64 

86 

20 

36.3 

122 

67 

67 

12 

36.7 

in 

75 

80 

16 

36.4 

115 

71 

88 

16 

37.1 

121 

80 

71 

10 

36.2 

112 

84 

79 

16 

36.9 

104 

7i 

80 

16 

37.1 

107 

7S 

61 

16 

36.1 

101 

67 

58 

16 

36.3 

103 

63 

66 

16 

36 9 

no 

72 

09 

10 

36.4 

115 

77 

71 

10 

36.4 

no 

73 

07 

16 

36.4 

104 

70 

80 

12 

36.3 

107 

68 

74 

16 

36.2 

117 

77 

86 

10 

37.0 

104 

61 

7.4 

16 

36.6 

123 

67 

70 

16 

36.2 

120 

80 

75 

16 

36.2 

112 

75 

75 

16 

36.2 

104 

70 

60 

12 

36.3 

116 

67 

62 

16 

36.4 

128 

78 

68 

16 

373 

108 

73 

74 

16 

37.5 

111 

60 

58 

16 

36.8 

1 16 

78 

59 

12 

36.3 


“ F-S- Female. Smfpker. 
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PM3006630065 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-19 
Vital Signs by Subject 
(Page 8 of 27) 


Subject 

Number 

Subject 

Classification' 1 

Timepoint 

Blood Pressure 

Systolic 

(mmllg) 

Diastolic 

(mmHR) 

Pulse 

(beats/m in) 

Respiration 
(breaths/m in) 

Oral 

Teinpcralure 

PC) 

€37 

M-S 

Screening 

110 

66 

60 

16 

36.5 



Enrollment 

116 

65 

74 

12 

36.1 



Week 1 

112 

70 

62 

12 

362 



Week 2 

108 

68 

63 

16 

36.1 



Week 3 

110 

65 

56 

16 

36.4 



Week 6 

112 

68 

77 

16 

36.4 

038 

M S 

Screening 

139 

67- 

71 

12 

36.1 



Enrollment 

154 

89 

81 

16 

36.9 



Week I 

134 

70 

67 

16 

36.5 



Week 2 

134 

69 

64 

16 

36.2 



Week 3 

134 

77 

74 

20 

36.3 



Week 6 

144 

68 

72 

16 

36.3 

039 

M-S 

Screening 

151 

104 

83 

16 

36.9 



Enrollment 

110 

84 

82 

16 

36.1 



Week 1 

139 

86 

86 

12 

36.2 



Week 2 

136 

93 

82 

16 

36.4 



Week 3 

126 

85 

75 

12 

.37.0 



Week fi 

114 

93 

83 

12 

36.1 

040 

M-S 

Screening 

137 

76 

59 

12 

37.0 



Enrollment 

134 

75 

66 

12 

37.3 



Week 1 

113 

76 

62 

12 

36.7 



Week 2 

133 

78 

56 

16 

36.8 



Week 3 

129 

68 

64 

16 

36.9 



Week 6 

135 

78 

56 

12 

36.2 

041 

M-S 

Screening 

100 

65 

76 

12 

37.0 



Enrollment 

104 

69 

88 

16 

37 1 



Week 1 

103 

76 

97 

16 

36.8 



Week’ 

97 

65 

87 

20 

36.3 



Week 3 

115 

72 

82 

16 

36.3 



Week 6 

95 

64 

81 

12 

36.2 

a Subject Classification: 

M-NS=Male, Non-Smoker: M-S= 

=Male, Smoker: P-NS“ 

Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630066 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5- f 9 
Vital Signs by Subject 
(Page 9 of 27) 


Subject 

Number 

Subject 

Classification 3 

Itmepoint 

Blood Pressure 

Systolic 

CmmHfi) 

Diastolic 

(mmHji) 

Pulse 

• (heats I'min) 

Respiration 
(breaths/min) 

Oral 

Temperature 

ra 

042 

M-S 

Screening 

167 

88 

67 

16 

37.3 



Enrollment 

168 

88 

n 

16 

36 8 



Week 1 

167 

84 

69 

16 

37.0 



Week 2 

163 

77 

81 

16 

36.7 



Week 3 

167 

81 

76 

20 

36.9 



Week6 

168 

93 

89 

16 

36.4 

043 

M S 

Screening 

123 

71 

64 

12 

36.9 



Enrollment 

115 

8R 

82 

16 

36.1 



Week 1 

126 

81 

85 

12 

36.7 



Week 2 

115 

69 

78 

16 

36.2 



Week 3 

121 

63 

66 

16 

36.1 



Week f> 

114 

72 

64 

!6 

36.1 

044 

M-S 

Screening 

126 

63 

69 

16 

37.0 



Enrollment 

121 

69 

50 

16 

36.7 



Week 1 

117 

72 

81 

16 

36.2 



Week 2 

116 

67 

79 

16 

37.3 



Week 3 

122 

69 

67 

12 

36,2 



Week 6 

121 

64 

71 

12 

36.7 

045 

M-S 

Screening 

143 

79 

112 

16 

36.3 



Enrollment 

147 

90 

83 

16 

36,0 



Week! 

152 

82 

93 

12 

37.1 



Week 2 

143 

89 

86 

16 

36.7 



Week 3 

137 

81 

72 

20 

36.2 



Week 6 

139 

80 

8.1 

16 

37.1 

046 

M-S 

Screening 

96 

67 

65 

16 

36 3 



Enrollment 

100 

66 

75 

16 

36.4 



Week 1 

117 

81 

74 

16 

36.6 



Week 2 

114 

75 

69 

20 

36.2 



Week 3 

lie 

86 

74 

20 

36.2 



Week 6 

101 

74 

B0 

12 

36 3 


“ Subject Classification: M-NS=Male. Non-Smoker: M-S-Male. Smoker: F-NS- Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630067 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 10 of 2 7) 


Subject 

Number 

Subject 

Classification" 

limepoint 

Blood Pressure 

Systolic 

(mmHg) 

Diastolic 
(mm Hi*) 

Pulse 

(hcats/min) 

Respiration 

(breaths/min) 

Oral 

Terriperalure 

(“51) 

047 

M'S 

Screening 

108 

58 

S9 

16 

36.9 



Enrollment 

IIS 

73 

*6 

16 

.36.8 



Week 1 

109 

63 

86 

12 

37.4 



Week 2 

109 

59 

82 

12 

.36.8 



Week 3 

107 

66 

80 

16 

36.7 



Week 6 

1 IS 

60 

83 

16 

.37.0 

' O'!* 

M S 

Screening 

127 

68 

60 

16 

36.8 



Enrollment 

145 

74 

63 

16 

37.3 



Week 1 

123 

66 

87 

12 

36.8 



Week 2 

143 

66 

83 

16 

37.0 



Week 3 

!31 

59 

56 

16 

37.2 



Week 6 

142 

72 

74 

16 

36.8 

040 

MS 

Screening 

139 

80 

55 

16 

36.1 



Enrollment 

137 

83 

70 

16 

36.3 



Week 1 

137 

79 

62 

16 

36.1 



Week 2 

129 

83 

61 

16 

36.1 



Week 3 

138 

82 

72 

16 

36.1 



Week 6 

136 

84 

60 

12 

36.1 

050 

M-S 

Screening. 

IIS 

79 

64 

16 

36.7 



Enrollment 

110 

81 

59 

16 

36.8 



Week 1 

!.3I 

74 

65 

12 

36.3 



Week 2 

123 

80 

71 

16 

36.8 



Week 3 

129 

76 

68 

16 

36.2 



Week 6 

132 

86 

70 

16 

36.2 

051 

M-S 

Screening 

126 

71 

73 

16 

36.5 



Enrollment 

127 

65 

72 

16 

37.1 

052 

M-S 

Screening 

98 

59 

60 

12 

36.7 



F.nroltroettt 

108 

68 

74 

16 

36.9 



Week 1 

102 

69 

67 

16 

36.1 



Week 2 

106 

66 

66 

16 

36.1 



Week 3 

101 

61 

81 

16 

36.7 



Week 5 

110 

71 

68 

16 

36.7 

" Subject Classi fical ion: M-NS= 

=Male. Non-Smoker: M-S= 

=Male. Smoker; F-NS" 

Female, Non-Smoker, F-S-Female, Smoker. 






Draft I: 24 July 2002 


Page 14712 of t 5132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630068 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 11 of27) 


Subject 

Number 

Subject 

Classification 11 

Timcpoint 

Blood Pressure 

Systolic 

(niniHg) 

Diastolic 

(inmf%) 

Pulse 

(beais/m in) 

Respiration 

(breaths/min) 

Oral 

Temperature 

(“C) 

053 

M-S 

Screening 

102 

65 

72 

12 

36.4 



Enrollment 

131 

83 

78 

16 

36.4 

054 

M-S 

Screening 

133 

65 

53 

12 

36.9 



Enrollment 

132 

72 

59 

16 

36.3 



Week I 

135 

63 

69 

16 

37.4 



Week 2 

123 

57 

60 

12 

36.4 



Week 3 

13(1 

60 

64 

16 

36.9 



Wcckfi 

139 

62 

68 

12 

37.2 

055 

M-S 

Screening 

128 

78 

77 

16 

36.2 



Enrollment 

153' 

87 

86 

16 

36.3 



Week i 

133 

83 

91 

16 

36.6 



Week 2 

133 

75 

76 

16 

36.6 



Week 3 

127 

74 

77 

16 

36.4 



Week 6 

133 

80 

77 

16 

36.7 

05ft 

M-S 

Screening 

114 

73 

57 

16 

36.1 



Enrollment 

110 

68 

67 

16 

36.4 



Week I 

93 

66 

108 

16 

35.9 



Week 2 

114 

74 

67 

16 

36.3 



Week 3 

110 

71 

68 

16 

36.2 



Week 6 

113 

74 

84 

12 

36.1 

057 

M-S 

Screening 

137 

78 

80 

16 

36.5 



Enrollment 

134 

75 

86 

16 

36.3 



Week 1 

137 

76 

93 

20 

36.8 



Week 2 

122 

72 

89 

16 

36.8 



Week 3 

135 

69 

86 

20 

36.1 



Week 6 

128 

68 

77 

16 

36.1 

058 

M-S 

Screening 

136 

67 

60 

20 

36.3 



Enrollment 

128 

72 

65 

16 

36.1 



Week 1 

127 

72 

63 

16 

37.1 



Week 2 

133 

69 

62 

12 

36.7 



Week 3 

131 

Rf> 

59 

20 

36.1 



Week 6 

113 

71 

63 

16 

36.7 

’ Subject Classification: M-NS= 

■Mak. Non-Smoker: M-S- 

^Male. Smoker; F-NS=- Female. 

Non-Smoker F-S=Fcmalc. Smoker. 
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PM3006630069 


RSR ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 12 of 27) 


Blond Pressure _ . Oral 


Subject 

Number 

Subject 

Classill cation" 

Timenoint 

Systolic 

ftmnHR) 

Diastolic 

(nimHg) 

Pulse 

(beatsi'min) 

Respiration 

(breaths/min) 

Temperature 

(°C) 

059 

M-S 

Screening 

115 

74 

85 

16 

36.8 



Enrol Intent 

[07 

70 

71 

16 

36.4 



Week 1 

its 

83 

74 

16 

37.1 



Week 2 

1 IS 

78 

68 

12 

36.8 



Week 3 

126 

69 

68 

12 

37.0 



Week 6 

122 

75 

80 

16 

36.6 

0G0 

M-S 

Screening 

126 

68 

75 

16 

36.4 



Enrollment 

134 

72 

101 

16 

36.2 



Week 1 

155 

83 

100 

16 

.36.6 



Week 2 

137 

73 

86 

16 

36.7 



Week 3. 

l.t.l. 

75 

80 

16 

36.4 



Week 6 

12) 

73 

100 

16 

36.6 

061 

M-S 

Screening 

113 

71 

78 

16 

36.2 



Enrollment 

131 

78 

74 

16 

36.3 



Week 1 

136 

82 

74 

16 

36.7 



Week 2 

113 

71 

67 

16 

36.2 



Week 3 

117 

73 

75 

12 

37.1 



week 6 

98 

71 

96 

16 

36.4 

062 

MS 

Screening 

136 

84 

73 

16 

37.0 



Enrollment 

138 

83 

66 

16 

36.3 



Week 1 

152 

95 

64 

16 

36.4 



Week 2 

143 

85 

63 

16 

36.7 



Week 3 

138 

86 

74 

16 

36.7 



Week f> 

155 

96 

77 

16 

36.8 

063 

M-S 

Screening 

120 

76 

100 

16 

36.4 



Enrollment 

116 

74 

103 

16 

36.6 



Week 1 

110 

80 

89 

16 

36.6 



Week 2 

105 

69 

91 

16 

36.5 



Week 3 

111 

71 

94 

20 

36.4 



Week 6 

120 

67 

105 

K> 

36.7 

fl Subject Classification: M-NS- 

"Male, Non-Smoker; M-S~ 

■Male. Smoker; F-NS~ 

Female. Non-Smoker; F-S=Fema1e, Smoket. 
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PM3006630070 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page I 3 of 27) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Blood Pressure _ 

Systolic 

(mmHg) 

Diastolic 

(nimHff) 

Pulse 

(beats(min) 

Respiration 

(breatlis/min) 

Oral 

Temperature 

TO 

065 

M-S 

Screening 

145 

70 

68 

12 

36.7 



Enrollment 

138 

63 

74 

16 

36.8 



Week 1 

132 

64 

74 

16 

36.4 



Week 2 

134 

60 

57 

20 

36.4 



Week 3 

121 

69 

77 

16 

36.6 



Week 6 

128 

67 

66 

20 

36.9 

066 

M-S 

Screening 

131 

84 

76 

16 

37 1 



Enrollment 

102 

69 

68 

16 

37.1 

067 

M-S 

Screening 

113 

66 

66 

12 

36.9 



Enrollment 

!45 

ns 

ou 

69 

16 

.37.7 



Week 1 

151 

71 

83 

16 

36.4 



Week 2 

144 

74 

57 

12 

36.1 



Week 3 

144 

76 

61 

16 

36.5 



Week 6 

139 

75 

86 

T6 

36.8 

068 

M-S 

Screening 

129 

8! 

93 

16 

36.9 



Enrollment 

144 

91 

74 

16 

36.6 



Week 1 

153 

88 

97 

16 

36.1 



Week 2 

153 

90 

68 

12 

36.1 



Week 3 

148 

87 

86 

16 

36.6 



Weekb 

157 

83 

74 

16 

.36.7 

(169 

M-S 

Screening 

120 

63 

84 

16 

36.8 



Enrollment 

121 

72 

76 

12 

.36.9 



Week 1 

115 

63 

60 

16 

37.7 



Week 2 

112 

67 

74 

■ 16 

37.1 



Week 3 

M7 

67 

75 

' 16 

36.8 



Week 6 

115 

77 

as 

16 

37.4 

071 

F-NS 

Screening 

139 

81 

86 

16 

37.2 



Enrollment 

121 

68 

84 

16 

.36.5 



Week 1 

133 

79 

78 

!f> 

36.9 



Week 2 

123 

75 

86 

16 

30,4 



Week 7 

120 

73 

89 

16 

36 K 



Week 6 

129 

73 

76 

12 

37.0 

8 Subject Classification: M-NS- 

-Male, Non-Smoker; M-S=Ma1e. 

Smoker; F-NS= Female. 

Non-Smoker F-S~Fema1e. Smoker. 






Draft 1: 24 July 2002 


Page 14715 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630071 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page M of 27) 


Subject 

Number 

Subject 

Classification 3 

Timepninl 

Systolic 

(mmHg) 

Blood Pressure 

Diastolic 

fmmHp) 

Pulse 

(bcats/min) 

Respiral ion 
(brealhs/min) 

Oral 

Temperature 

TO 

072 

F-NS 

Screening 

112 

78 

67 

12 

36.9 



Enrollment 

95 

67 

80 

20 

36,3 



Week 1 

ion 

64 

90 

16 , 

368 



Week 2 

10* 

75 

74 

16 

36.7 



Week 3 

95 

63 

64 

1ft 

36.9 



Week 6 

99 

69 

80 

20 

36.6 

073 

F-NS 

Sci ceiling 

115 

74 

72 

16 

37.6 



Enrollment 

109 

6* 

70 

16 

36.1 



Week 1 

in 

70 

77 

16 

36 8 



Week 2 

m 

72 

65 

20 

36.7 



Week 3 

i07 

64 

72 

20 

36.5 



Week 6 

106 

69 

67 

16 

36.4 

074 

F-NS 

Screening 

143 

76 

84 

12 

37.0 



Enrollment 

1.73 

76 

98 

16 

36.9 



Week 1 

135 

76 

81 

16 

37.1 



Week 2 

133 

67 

86 

16 

36.9 



Week 3 

134 

64 

81 

16 

36.6 



Week 6 

134 

73 

80 

16 

36.5 

075 

F-NS 

Screening 

108 

61 

66 

16 

36.2 



Enrollment 

105 

61 

68 

16 

36.9 



Week) 

no 

63 

70 

16 

37.1 



Week 2 

105 

65 

80 

16 

36.1 



Week 3 

100 

63 

66 

16 

36.1 



Week 6 

ill 

72 

67 

u 

36.3 

076 

F-NS 

Screening 

148 

76 

61 

16 

36.7 



Enrollment 

142 

80 

66 

16 

36.2 



Week 1 

153 

82 

59 

16 

36.2 



Week 2 

131 

72 

66 

12 

36.6 



Week 3 

134 

74 

64 

12 

36.2 



Week 6 

134 

75 

73 

16 

36.6 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS- Female, Non-Smoker; F-S=Fcmale. Smoker. 


Draft 1:24 July 2002 


Page 14716 of 151.12 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630072 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-19 
Vital Signs by Subject 
(Page 15 of 27) 


Subject 

Number 

Subject 

Classification 4 

Timepoint 

_ ___ Blood Pressure 

Systolic 

(mmHg) 

Diastolic 

(mmHn) 

Pulse 

(beats/min) 

Respiration 

1 breaths/m in) 

Oral 

Temperature 

TO 

07? 

r-MS 

Screening 

120 

75 

80 

12 

36.6 



Enrollment 

100 

74 

82 

12 

.36.7 



Week 1 

109 

69 

89 

16 

36.6 



Week 2 

121 

70 

103 

16 

36.2 



Week 3 

104 

67 

9t 

20 

36.4 



Week 6 

106 

73 

86 

16 

36.2 

078 

F-NS 

Screening 

no 

61 

72 

16 

36.4 



Enrol Ttne nt 

95 

62 

80 

12 

36.9 



Week 1 

97 

58 

75 

16 

37.1 



Week 2 

103 

67 

76 

16 

36.7 



Week 3 

!Q! 

59 

72 

16 

37.5 



Week 6 

100 

62 

72 

12 

37.2 

079 

r-NS 

Screening 

99 

50 

69 

12 

36.8 



Enrollment 

93 

56 

69 

12 

36.7 



Week 1 

103 

56' 

72 

16 

37.0 



Week 2 

97 

51 

75 

16 

36.9 



Week 3 

98 

64 

90 

20 

37.0 



Week 6 

105 

58 

79 

12 

3b.b 

080 

F-NS 

Screening 

161 

89 

72 

16 

36.9 



Enrollment 

146 

88 

74 

16 

36.7 



Week 1 

M3 

73 

m 

16 

36.7 



Week 2 

120 

72 

68 

16 

36.2 



Week 3 

129 

82 

68 

12 

36.9 



Week 6 

117 

82 

68 

12 

36.7 

081 

F-NS 

Screening 

HI 

61 

68 

16 

36.3 



Enrollment 

100 

57 

61 

12 

36.9 



Week 1 

99 

50 

73 

16 

37.1 



Week 2 

104 

59 

71 

16 

36.8 



Week 3 

103 

55 

65 

16 

37.1 



Week 6 

95 

60 

Si 

12 

37.2 

a Subject Classification • 

M-NS=Male, Non-Smoker; M-S-Mafe r 

Smoker; F-NS= 

Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630073 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page f 6 of 27) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Blood Pressure 

Systolic 

fmtnHfi) 

Diastolic 

(mmHfi) 

Pulse 

(beats/niin) 

Respiration 
(breaths/m in) 


Oral 

Temperature 

n.:> 

082 

F'NS 

Screening 

313 

75 

60 

16 


36.4 



Enrollment 

107 

73 

64 

16 


36.6 



Week 1 

122 

78 

62 

16 


37.1 



Week 2 

131 

79 

54 

16 


36.1 



Week 3 

129 

88 

57 

16 


35.7 



Weekfi 

123 

77 

82 

2(1 


36.8 

083 

F NS 

Screening 

107 

66 

69 

16 


36.8 



Enrollment 

104 

67 

66 

16 


36.2 



Week 1 

107 

71 

79 

12 


36.8 



Week 2 

M3 

69 

68 

12 


36.4 



Week 3 

! 15 

67 

75 

20 


36.1 



Week 6 

110 

74 

70 

12 ' 


36.2 

DM 

F-NS 

Screening 

115 

62 

76 

16 


36.9 



Enrollment 

137 

79 

74 

16 


36.8 



Week 1 

126 

67 

80 

16 


36.9 



Week 2 

131 

74 

78 

12 


36.1 



Week 3 

113 

65 

77 

20 


37.0 



Week 6 

133 

70 

80 

12 

' 

36.6 

085 

F-NS 

Screening 

139 

77 

70 

16 


.37.0 



Enrollment 

116 

72 

77 

16 


36.3 



Week ( 

126 

67 

66 

12 


37.1 



Week 2 

131 

63 

82 

16 


37.4 



Week 3 

129 

75 

69 

16 


36.8 



Week 6 

122 

69 

76 

16 


37.2 

086 

F-NS 

Screening 

131 

74 

91 

16 


37 6 



Enrollment 

114 

67 

109 

16 


36.2 



Week 1 

123 

79 

101 

16 


37.0 



Week 2 

121 

72 

86 

12 


368 



Week 3 

122 

72 

90 

2(1 


36.7 



Week 6 

134 

85 

95 

16 


36.7 

* Subject Classification: 

M-NS-Malc. Non-Smoker; M-S=Mafe. 

Smoker: F-NS= 

Female. Non-Smoker: F-S-Female. Smoker. 
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PM3006630074 




RSR ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 17 of 27) 





Blond Pressure 




Oral 

Subject 

Subject 


Systolic 

Diastolic 

Pulse 

Respiration 

Temperature 

Number 

Classification 8 

Timepoint 

(inmHg) 

(mmHg) 

(beat$/min) 

(breaths/min) 

t°C) 

087 

F-NS 

Screening 

IH 

63 

76 

12 

37.2 



Enrollment 

108 

67 

75 

16 

36.6 



Week 1 

133 

68 

71 

16 

37 1 



Week 2 

121 

65 

70 

12 

37.3 



Week 3 

116 

63 

70 

12 

36.9 



Week 6 

112 

58 

72 

12 

36.fi 

088 

F-NS 

Screening 

154 

86 

78 

12 

37.4 



Enrollmeni 

134 

88 

75 

16 

36.9 



Week 1 

145 

.87 

74 

16 

37.3 



Week 2 

147 

91 

70 

16 

37.1 



Week 3 

!35 

81 

80 

16 

37.2 



Week 6 

143 

92 

72 

16 

36.6 

089 

P-NS 

Screening 

93 

64 

55 

16 

36.7 



Enrollment 

88 

51 

69 

16 

36.4 



Week 1 

94 

56 

59 

12 

36.6 



Week 2 

87 

54 

71 

12 

36.4 



Week 3 

90 

49 

52 

16 

36.4 



Week 6 

103 

62 

66 

12 

36.2 

090 

F-NS 

Screening 

174 

83 

85 

16 

37.1 



Enrollment 

149 

76 

88 

16 

36.7 



Week 1 

156 

64 

73 

16 

36.8 



Week 2 

156 

71 

72 

12 

.36.4 



Week 3 

158 

59 

84 

16 

36.7 



Week 6 

165 

69 

78 

16 

36.3 

091 

F-NS 

Screening 

142 

81 

73 

16 

37.1 



Enrollment 

165 

94 

78 

16 

36.3 



Week 1 

165 

83 

76 

16 

37.3 



Week 2 

157 

88 

70 

12 

37.2 



Week 3 

176 

80 

71 

12 

37.3 



Week 6 

153 

91 

73 

16 

36.4 

Subject Classification: M-NS= 

=MaTe. Non-Smoker; M-S" 

-Male, Smoker: F-NS^ Female. Non 

-Smoker; F-S~Female, Smoker. 
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PM3006630075 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(■Pace 18 of 7.7) 


Subject 

IS umber 

Subject 

Uassifi cation 3 

1 iiricpoim 

Rlood Pressure 

Systolic 

(mmHtO 

Diastolic 

(miriHg) 

Pulse 

(beais/min) 

Respiration 
(breaths/m in) 

Oral 

Temperature 

cu 

092 

F-NS 

Screening 

123 

72 

66 

16 

36.8 



Enrollment 

127 

84 

85 

16 

35.9 



Week 1 

123 

68 

77 

16 

36.4 



Week 2 

12! 

71 

80 

12 

36.6 



Week 3 

113 

73 

80 

20 

36.2 



Week 6 

117 

84 

70 

Unknown 

35.6 

• 09 3 

F NS 

Screening 

10.3 

« 

83 

16 

36.9 



Enrollment 

102 

n 

88 

16 

36 6 



Week 1 

104 

65 

84 

12 

37.4 



Week 2 

103 

61 

85 

16 

37.4 



Week 3 

113 

6V 

90 

12 

36.6 



Week fj 

99 

64 

80 

16 

36.9 

094 

K-NS 

Screening 

116 

79 

76 

16 

36.3 



Enrollment 

131 

75 

103 

16 

36.7 



Week 1 

110 

74 

76 

16 

36.3 



Week 2 

108 

64 

89 

12 

37.4 



Week 3 

112 

73 

86 

16 

36.9 



Week 6 

110 

66 

90 

16 

37.8 

095 

F-NS 

Screening 

151 

87 

81 

16 

36.3 



Enrollment 

127 

84 

74 

16 

36.4 



Week 1 

147 

81 

84 

12 

36,1 



Week 2 

121 

76 

75 

12 

36.6 



Week 3 

134 

77 

71 

16 

36.2 



Week 6 

148 

90 

74 

12 

36.1 

096 

F-NS 

Screening 

no 

65 

65 

16 

37.3 



Enrollment 

110 

64 

62 

16 

37.3 



Week 1 

113 

60 

77 

16 

37.3 



Week 2 

115 

74 

62 

16 

36.5 



Week 3 

137 

69 

61 

20 

36.7 



Week 6 

106 

72 

67 

16 

37.4 

Subject Classification: 

M-NS=Male, Non-Smoker; M-S= 

-Male. Smoker; F-NS^ 

Female. Non-Smoker; F-S= Female, Smoker. 
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PM3006630076 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5*19 
Vital Signs by Subject 
(Page 19 of 2 7) 


Blood Pressure Oral 


Subject 

Number 

Subject 

_Classification 3 

_Timepoint _ 

Systolic 

(inmHc’l 

Diastolic 

(niinHul 

Pulse 

(beals/minl 

Respiration 
(breaths/min) 

Temperature 

r c) 

097 

F-NS 

Screening 

131 

85 

67 

16 

36.7 



Enrollment 

123 

90 

80 

16 

36,7 



Weekl 

142 

91 

74 

16 

.362 



Week 2 

128 

78 

74 

12 

370 



Week 3 

117 

81 

68 

12 

36.8 



Week 6 

128 

88 

85 

16 

36.7 

098 

f-ns 

Screening 

113 

73 

73 

16 

36.7 



Enrollment 

104 

77 

73 

12 

36.9 



Week 1 

112 

71 

65 

12 

.36.2 



Week 2 

113 

78 

70 

16 

37.1 



WeeV.3 

V14 

>£, 

68 

12 

36.7 



Week 6 

108 

75 

60 

16 

36.1 

099 

F NS 

Screening 

116 

70 

68 

16 , 

37.4 



Enrollment 

114 

66 

64 

16 

36.4 



Week 1 

12} 

71 

7\ 

12 

37.0 



Week 2 

134 

75 

74 

16 

.36.2 



Week? 

121 

77 

66 

20 

36.4 



Week6 

117 

70 

76 

16 

.15.9 

100 

F-NS 

Screening 

137 

74 

85 

16 

36.3 



Enrollment 

104 

78 

81 

t6 

35.9 



Week 1 

117 

79 

74 

12 

36.2 



Week 2 

114 

72 

66 

16 

36.1 



Week 3 

110 

75 

72 

12 

36.2 



Week 6 

122 

73 

72 

12 

36.3 

101 

F-NS 

Screening 

112 

62 

66 

12 

36 2 



Enrollment 

112 

71 

59 

16 

36 1 



Week 1 

126 

67 

72 

16 

36.2 



Week 2 

122 

78 

81 

16 

37.3 



Week 3 

123 

73 

68 

16 

356 



Week fi 

109 

63 

74 

20 

36,5 


* Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S—Female. Smoker. 
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PM3006630077 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing K>.5-19 
Vital Signs by Subject 
(Page 20 of 27) 


Blood Pressure _ Oral 


Subject 

Number 

Subject 

_Classification 11 

_Ttmepqinl_ 

Systolic 

(mmllg) 

Diastolic 

(mmHg) 

Pulse 

(beais/min) 

Respiration 

(breaths/min) 

Temperalure 

_m_ 

102 

P-NS 

Screening 

M2 

67 

70 

12 

56 6 



Enrollment 

107 

63 

78 

16 

36.1 



Week 1 

113 

76 

103 

16 

36.3 



Week 2 

106 

61 

70 

12 

36.0 



Week 3 

106 

63 

67 

16 

36.8 



Week 6 

123 

67 

79 

16 

36.3 

103 

F-NS 

Screening 

134 

75 - 

79 

'6 

36.5 



Enrollment 

113 

78 

70 

16 

36.1 



Week 1 

121 

67 

75 

12 

37.5 



Week 2 

115 

70 

73 

16 

36.6 



Week 3 

122 

60 

68 

16 

36.5 



Week 6 

121 

71 

82 

20 

36.5 

104 

M-NS 

Screening 

100 

61 

58 

12 

36.5 



Enrollment 

112 

65 

59 

12 

36.3 



Week l 

115 

64 

54 

12 

36.8 



Week 2 

10G 

61 

63 

16 

36.6 



Week 3 

in 

61 

62 

16 

36.2 



Week 6 

115 

62 

64 

16 

36.4 

105 

M-NS 

Screening 

128 

81 

53 

12 

36.2 



Enrollment 

122 

80 

50 

16 

36.2 



Week 1 

136 

77 

0© 

Vi 

12 

36.2 



Week 2 

143 

79 

64 

16 

36.2 



Week 3 

126 

70 

51 

16 

36.0 



Week 6 

144 

88 

67 

12 

35.7 

106 

M-NS 

Screening 

M4 

75 

46 

12 

362 



Enrollment 

109 

61 

44 

12 

350 



Week 1 

113 

68 

42 

IS 

35.9 



Week 2 

122 

70 

58 

12 

366 



Week 3 

112 

65 

41 

IS 

36.8 



Week f> 

M3 

69 

30 

16 

362 


a Subject Classification: M-NS=Mal«, Non-Smoker; M-S=Malc, Smoker: F-NS= Female, Non Smoker; F S^Female, Smoker. 
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PM3006630078 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 21 of 27) 





Blood Pressure 




Oral 

Subject 

Subject 


Syslolic 

Diastolic 

Pulse 

Respiration 

Temperature 

Number 

Classification" 

Timepoinl 

_ [mmHfii 


(beats/mint 

Ibrealhs/min) 

ro_ 

107 

M-NS 

Screening 

136 

68 

66 

12 

36.9 



Enrollment 

133 

72 

66 

12 

36.1 



Week 1 

133 

70 

73 

16 

36.7 



Week 2 

131 

62 

64 

12 

36.8 



Week 3 

134 

64 

60 

16 

ND 



Week 6 

137 

74 

60 

20 

36.2 ■ 

108 

M-NS 

Screening 

133 

74 

59 

16 

37.4 



Enrollment 

123 

79 

57 

12 

37.2 



Week 1 

m 

75 

82 

16 

37.7 



Week 2 

135 

82 

76 

16 

37.1 



Week 3 

131 

78 

93 

16 

.37.7' 



Week 6 

uo 

79 

86 

16 

37.5 

109 

M-NS . 

Screening 

121 

77 

82 

12 

369 



Enrollment 

106 

70 

61 

16 

36.2 



Week 1 

116 

71 

65 

12 

36.9 



Week 2 

107 

68 

68 

16 

37.2 



Week 3 

107 

63 

63 

20 

36.5 



Week 6 

114 

74 

62 

16 

36.5 

110 

M-NS 

Screening 

122 

66 

61 

12 

36.7 



Enrollment 

128. 

76 

57 

16 

36.4 



Week 1 

139 

83 

66 

12 

37.0 



Week 2 

137 

86 

61 

12 

36.6 



Week 3 

123 

65 

63 

16 

37.1 



Week 6 

135 

73 

67 

16 

36.3 

in 

M-NS 

Screening 

121 

66 

67 

16 

36.9 



Enrollment 

116 

69 

66 

16 

36.4 



Week 1 

113 

79 

68 

If> 

37.3 



Week 2 

108 

65 

61 

16 

36.8 



Week 3 

113 

71 

66 

16 

36.7 



Week 6 

M3 

72 

66 

16 

36.4 

.Subject Classification: M-NS= 

; Male. Non-Smoker; M-S- 

-Male, Smoker; K-NS~ 

Female. Non-Smoker; F-.S=Fermle, Smoker 
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PM3006630079 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 22 of 27) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Blood Pressure 

Systolic Diastolic 

(mm! Ig) (mml Ig) 

Pulse 

(beals/minl 

Respiration 

(breatbs/tnin'i 

Oral 

Temperature 

CO 

112 

M-NS 

Screening 

126 

83 

57 

12. 

36.3 



Enrollment 

107 

76 

67 

16 

36.1 



Week 1 

[04 

75 

66 

16 

36.0 



Week 2 

123 

88 

57 

16 

36.2 



Week 3 

116 

81 

65 

16 

36.4 



Wcekfi 

117 

88 

67 

12 

36.6 

113 

M-NS 

Screening 

113 

72 

49 

12 

36.4 



Enrollment 

104 

79 

55 ' 

16 

36.3 



Week 1 

107 

77 

47 

12 

36.3 



Week 2 

m 

68 

51 

16 

36.8 

114 

M-NS 

Screening 

121 

64 

67 

16 

36.7 



Enrollment 

115 

80 

59 

16 

36.8 



Week 1 

117 

80 

68 

16 

36.7 



Week 2 

117 

72 

65 

16 

36.4 



Week 3 

in 

69 

67 

16 

36.7 



Week 6 

123 

78 

58 

12 

36.4 

115 

M-NS 

Screening 

138 

59 

81 

16 

36.1 



Enrollment 

132 

75 

98 

16 

36.2 



Week 1 

115 

63 

74 

16 

36.2 



Week 2 

114 

58 

70 

16 

36.1 



Week 3 

113 

60 

72 

20 

36.1 



Week 6 

135 

74 

78 

16 

36.1 

no 

M-NS 

Screening 

Ml 

73 

66 

16 

36.6 



Enrollment 

123 

65 

69 

12 

36.2 



Week 1 

123 

68 

74 

16 

36.2 



Week 2 

138 

72 

80 

16 

36.3 



Week 3 

109 

60 

61 

16 

36.4 



Week 6 

142 

78 

76 

20 

36.6 

117 

M-NS 

Screening 

152 

86 

84 

12 

37.1 



Enrollment 

128 

78 

64 

16 

37.6 



Week 1 

135 

83 

68 

12 

36.6 



Week 2 

134 

81 

69 

16 

36.8 



Week 3 

116 

78 

54 

16 

37.1 



Week 6 

121 

72 

64 

12 

36.0 


M SubjeCl Classification: M-NS _ Male. Non-Smoker; M-S~Male, Smoker, F-NS- Female. Non-Smoker; F-S^Feniale, Smoker. 
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PM3006630080 


RSR w 

Protocol No. PM-845G 

Covance CRU Study No. 12226-8450 


• • 



Listing 16.5-19 
Vital Signs by Subject 
(Page 23 of 27) 





Blood Pressure 




Oral 

Subject 

Subject 


Systolic 

Diastolic 

Pulse 

Respiration 

Temperature 

Number 

Classification'' 

Timepoint 

tmmHfi) 

(mmHi;) 

(beats/min) 

(breaths/m in) 

fC) 

118 

M-NS 

Screening 

117 

75 

64 

12 

36.2 



Enrollment 

1.31 

91 

70 

16 

36.4 



Week 1 

121 

7$ 

11 

12 

36.7 



Week 2 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 



Week 3 

116 

67 

69 

16 

36.9 



Week 6 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 

119 

M-NS 

Screening 

122 

78 

74 

12 

36.8 



Enrollment 

134 

76 

73 

16 

36.1 



Week 1 

156 

72 

76 

16 

36.5 



Week 2 

149 

71 

76 

16 

36.2 



Week 3 

129 

59 

76 

16 

36.5 



Week 6 

139 

75 

77 

16 

36.6 

120 

M-NS 

Screening 

121 

75 

70 

16 

36.8 



Enrollment 

128 

90 

62 

16 

36.1 



Week 1 

115 

86 

60 

16 

36.8 



Week 2 

139 

78 

69 

16 

36.4 



Week 3 

126 

SO 

66 

20 

.36.9 



Week 6 

126 

76 

76 

16 

36.4 

i2i 

M-NS 

Screening 

hi 

56 

88 

16 

35.8 



Enrollment 

117 

66 

103 

16 

36.2 



Week 1 

100 

61 

98 

12 

36.2 



Week 2 

133 

80 

R6 

16 

36.7 



Week 3 

126 

70 

94 

16 

36.8 



Week 6 

103 

64 

87 

16 

37.3 

122 

M-NS 

Screening 

in 

67 

53 

12 

36.4 



Enrollment 

105 

63 

63 

16 

36.3 



Week 1 

121 

66 

58 

12 

36.1 



Week 2 

116 

63 

50 

16 

36.2 



Week .3 

112 

56 

SO 

16 

36.3 



Week 6 

109 

64 

56 

12 

36.1 

3 Subject Classification: M-NS= 

=MaIe, Non-Smoker; M-S=Mafe. 

Smoker; F-NS= 

Female. Non-Smoker; F-$=Female. Smoker. 
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PM3006630081 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 24 of 27) 


Blood Pressure Oral 


Subject 

Number 

Subject 

Classification' 1 

Timepoinl 

Systolic 

(mmHg) 

Diaslolic 

OnmHul 

Pulse 

(beats/m in) 

Respiration 

(breaihs/min) 

Temperature 

rc) 

123 

M-NS 

Screening 

155 

84 

55 

12 

36.5 



Enrollment 

144 

80 

48 

12 

36.1 



Week 1 

134 

66 

48 

16 

36.3 



Week! 

136 

76 

47 

12 

35.6 



Week 3 

109 

72 

64 

16 

36.4 



Week 6 

132 

80 

57 

20 

36.7 

124 

M-NS 

Screening 

I3T 

61 

55 

16 

36.3 



Enrollment 

137 

70 

66 

12 

36.4 



Week 1 

[27 

61 

61 

12 

36.9 



Week 2 

136 

65 

66 

16 

36.9 



Week 3 

132 

*T 

53 

20 

36.0 



Week 6 

126 

69 

64 

16 

36.6 

125 

M-NS 

Screening 

128 

76 

76 

16 

36.8 



Enrollment 

122 

80 

7ft 

16 

36 7 



Week 1 

136 

78 

86 

12 

36.7 



Week 2 

123 

71 

72 

16 

36.3 



Week 3 

137 

70 

76 

20 

37.0 



Week 6 

132 

85 

67 

16 

36.9 

126 

M-NS 

Screening 

163 

95 

72 

16 

36.4 



Enrollment 

157 

78 

73 

16 

36.2 



Week 1 

157 

84 

75 

12 

36.1 



Week 2 

139 

82 

60 

12 

36.8 



Week 3 

161 

90 

60 

16 

36.0 



Week 6 

138 

84 

64 

16 

36.4 

127 

M-NS 

Screening 

105 

79 

87 

16 

36.7 



Enrollment 

113 

68 

77 

16 

36.3 



Week 1 

117 

69 

68 

16 

36.7 



Week 2 

114 

70 

67 

16 

36.3 



Week 3 

129 

57 

71 

16 

37.0 



Week ti 

122 

70 

76 

12 

36.8 

* Subject Class i fi c a ti o n: 

M-NS=Male T Non-Smoker: M-S= 

“Male, Smoker; F-NS- 

Female, Non-Smnker. F-S-Female, Smoker 
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PM3006630082 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs hy Subject 
(Page 25 of 27) 


Blood Pressure Oral 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Systolic 

(mmllg) 

Diastolic 

(mmHg) 

Pulse 

(heats/min) 

Respiration 

(brcaths/min) 

Temperature 

_rc]__ 

128 

M-NS 

Screening 

121 

77 

65 

16 

36.3 



Enrollment 

IU 

65 

65 

16 

3(31 



Week 1 

121 

73 

80 

12 

35.9 



Week 2 

112 

71 

f>3 

16 

36.7 



Week 3 

134 

79 

63 

16 

.35.9 


_ 

Week 6 

135 

84 

n 

16 

37.2 

129 

M NS 

Screening 

126 

61 

54 

16 

36.(5 



Enrollment 

132 

78 

68 

16 

36.4 



Week 1 

115 

61 

60 

12 

36.3 



Week 2 

128 

66 

62 

16 

36.2 



Week 3 

123 

65 

59 

\b 

36.1 



Week 6 

11 ? 

72 

57 

16 

36.5 

130 

M-NS 

Screening 

129 

72 

58 

12 

36.6 



Enrollment 

128 

72 

47 

\6 

36.3 



Week 1 

113 

71 

42 

12 

36.4 



Week 2 

120 

12 

45 

16 

37.2 



Week 3 

129 

75 

47 

20 

36.1 



Week 6 

127 

76 

42 

16 

364 

HI 

M-NS 

Screening 

123 

88 

67 

12 

36 8 



Enroflmeni 

131 

89 

74 

16 

36.1 



Week 1 

131 

97 

84 

12 

37,1 



Week 2 

144 

94 

82 

16 

36.7 



Week 3 

129 

90 

85 

12 

36.8 



Week 6 

139 

89 

76 

16 

36.4 

132 

M-NS 

Screening 

121 

79 

68 

16 

36 3 



Enrollment 

128 

88 

68 

1 ft 

36.3 



Week 1 

134 

73 

66 

12 

36.1 



Week 2 

131 

79 

66 

12 

36.2 



Week 3 

138 

70 

70 

16 

36.1 



Week 6 

139 

81 

72 

16 

36.2 


61 Subject Classification: M-NS=Male. Non-Smoker: M-S=Malc. Smoker: F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630083 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5'f 9 
Vital Signs by Subject 
(Page 26 of 27) 


Subject 
- Number 

Subject 

Classification 3 

Timepoint 

Blood Pressure 

Systolic 

(mmHfi) 

Diastolic 

(mmHg) 

Pulse 

(bcats/min) 

Respiration 

{brcaths/min) 

Oral 

Temperature 

(°C) 

133 

M-NS 

Scree nine; 

98 

60 

72 

16 

36.7 



Enrollment 

106 

68 

90 

16 

361 



Week 1 

106 

64 

73 

12 

36.7 



Week 2 

109 

60 

76 

12 

36.5 



Week 3 

109 

62 

68 

16 

36.8 



Week 6 

107 

55 

8(1 

16 

36.4 

13-i 

M NS 

Screening 

122 

58 

59 

12 

36.7 



Enrollment 

131 

63 

82 

16 

36.2 



Week 1 

109 

70 

6 6 

12 

36.9 



Week 2 

107 

63 

67 

12 

36.9 



Week 3 

129 

74 

89 

16 

36.7 



Week 6 

117 

62 

62 

16 

36.8 

135 

M-NS 

Screening 

121 

69 

63 

12 

36.8 



Knrcillment 

122 

75 

71 

T2 

36.3 



Week 1 

ns 

76 

71) 

16 

36.2 



Week 2 

117 

69 

54 

16 

36.4 



Week 3 

115 

68 

6 ! 

16 

36.4 



Week 6 

129 

84 

75 

16 

37.0 

500 

F-NS 

Screening 

142 

78 

94 

16 

37.4 



Enrollment 

134 

76 

66 

16 

36.7 



Week 1 

133 

90 

80 

16 

37.0 



Week 2 

139 

66 

84 

16 

36.4 



Week 3 

139 

78 

66 

12 

36.9 



Week 0 

129 

83 

80 

16 

36.fi 

501 

F-NS 

Screening 

116 

65 

61 

12 

36.9 



Enrollment 

106 

80 

74 

16 

36.2 



Week 1 

121 

70 

70 

16 

36.4 



Week 2 

121 

67 

62 

16 

36.4 



Week 3 

128 

67 

61 

16 

36.1 



Week 6 

121 

68 

62 

12 

y<>.y 

Subject Classification: M-NS : 

=Male. Non-Smoker; M-S= 

=Male. Smoker: F-NS^ 

Female. Non-Smoker: F-S= Female. Smoker. 
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PM3006630084 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-19 
Vital Signs by Subject 
(Page 27 of 27) 


Subject 

Number 

Subject 

Classification" 

Timcpoint 

__ Blood Pressure 

Systolic 

(mrnHg) 

Diastolic 

(mmHfi) 

Pulse 

(heats/min) 

Respiration 

(brearhs/min) 

Oral 

Temperature 

to 

502 

F-S 

Screening 

114 

60 

87 

12 

36.9 



Enrollment 

105 

61 

83 

16 

37.1 



Week 1 

106 

58 

79 

16 

36.4 



Week 2 

102 

54 

76 

16 

37.0 



Week? 

108 

58 

77 

16 

36.5 



Week 6 

108 

67 

93 

12 

37.2 

503 

F S 

Screening 

126 

68 

62 

12 

37.1 



Enrollment 

116 

73 

70 

16 

36.4 



Week 1 

127 

71 

83 

16 

37.3 



Week 2 

116 

65 

67 

16 

37.0 



Week 3 

123 

58 

73 

16 

36.8 



Week 6 

126 

68 

78 

12 

37.2 

504 

F-S 

Screening 

111 

61 

57 

16 

36.8 



Enrollment 

94 

58 

62 

16 

36.6 



Week 1 

93 

55 

76 

12 

37.1 



Week 2 

104 

50 

72 

16 

36.9 



Week 3 

99 

60 

68 

20 

36.6 



Week 6 

88 

52 

60 

16 

369 

505 

F-NS 

Screening 

147 

85 

57 

16 

362 



Enrollment 

142 

90 

62 

16 

36.6 



Week 1 

142 

86 

64 

16 

36.3 



Week 2 

136 

81 

54 

16 

36.3 



Week 3 

326 

80 

55 

20 

36.7 



Week 6 

146 

83 

60 

16 

36.4 

506 

F-S 

Screening 

no 

59 

78 

16 

36.7 



Enrollment 

129 

59 

88 

16 

37.4 



Week 1 

113 

72 

97 

16 

37.2 



Week 2 

no 

69 

82 

12 

37.1 



Week 3 

IM 

67 

95 

16 

37.8 



Week 6 

114 

67 

79 

12 

37.1 

a Subject Classificalion: M-NS- 

-Male. Non-Smoker; M-S= 

-Male. Smoker; F-NS- 

Female. Non-Smoker; F-S^Female. Smoker. 
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PM3006630085 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 1 of 15) 


Subject 

Subject 



Number 

Classification 3 

Time point 

Result 

00! 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 3 

Negative 

002 

r-s 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week .3 

Negative 



Wcck6 

Negative 

003 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

004 

r-s 

Screening 

NA 



Enrollment 

Negalive 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

005 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3, 

Negative 



Week 6 

Negative 

006 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week ft 

W-uativc 


* Subject Classification: F-NS- Female, Non-Smoker; F-S @ Female, Smoker. 
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PM3006630086 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
{Page 2 of 15) 


Subject 

Number 

Subject 

Classification 11 


Timenoint 

Result 

007 

F-S 


Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 

00 K 

F-S 


Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

NA 




Week 3 

Negative 




Wcck'n 

Negative 

009 

F-S 


Screening 

NA 




Enrollment 

Negative 




Week I 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 

010 

F-S 


Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 

Oil 

F-S 


Screening 

NA 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 

012 

F-S 


Screening 

Negative 




Enrollment 

Negative 




Week l 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 


" Subject Class' fl cat ion: F-NS= Female, Non-Smoker; F-S“Fema1e, Smoker. 
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PM3006630087 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 3 of 1 $) 


Subject Subject 


Number 

Classification" 

_ ___ _Tinjcpoim_ 

_____Result_ 

on 

r-s 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

014 

r-s 

Scieening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

015 

r-s 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

016 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

on 

F-S 

Screening 

Negative 



enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

* Subject Classification: F-NS= Female. Non-Smoker; F-S^Female, Smoker. 
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PM3006630088 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 4 of 15) 


Subject 

Subject 



Number 

Classification” 

_Timepoint_ 

Result 

018 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

019 

r-s 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

020 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

021 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

022 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negalive 



Week 3 

Negative 



Week 6 

Negative 


“ Subject Classification: F-NS= Female, Non-Smoker: F-S=Female, Smoker. 
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PM3006630089 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Octyl 
(Page 5 of 15) 


Subject 

Number 

Subject 

Classification^ 1 

Time poin! 

Result 

023 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

024 

F’S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

025 

l-S 

Screening 

Negative 



En roll men I 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

02 6 

F-S 

Screening 

NA 



Enrollment 

Negative 



Week [ 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

027 

F-St 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


a Subject Classification: F-NS= Female, Non-Smoker; F-S _ Female. Smoker 
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PM3006630090 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
{Page 6 of 15) 


Subject 

Number 

Subject 

Classification' 1 

Timepoint 

Result 

028 

F-S 

Screening 

Negative 



Enrollment 

Negative 


- 

Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

029 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week I 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

030 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

03 r 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

032 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week l 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


3 Subject Classification: F-NS- Female, Non-Smoker, F-S^Female, Smoker. 
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PM3006630091 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 7 of 15) 


Subject 

Subject 



Number 

__Classification 3 ___ 

Titnepoint 

_______Result_ 

033 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

034 

P-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

■ Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

035 

'F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

071 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

072 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


* Subject Classification: F-NS= Female. Non-Smoker; F-S—Female* Smoker, 
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PM3006630092 


RSR w 

Protocol Mo. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 8 of 15) 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Restill 

073 

F-N5 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week (, 

Negative 

074 

F-NS 

Screening 

Negative 



EmolUneiu 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

075 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

076 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

077 

r-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


“ Subject Classification: F-NS— Female, Non-Smoker; F-S=Femn1e, Smoker. 
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PM3006630093 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing J 6.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page Oof 15) 


Subject 

Number______ 

Subject 

Classification'’ 

Timepoint 


___Result_ 

07 R 

F-NS 

Screening 


Negative 



Enrollment 


Negative 



Week 1 


Negative 



Week 2 


Negative 



Week 3 


Negative 



Week 6 


Negative 

079 

F-NS 

Screening 


Negative 



Enrollment 


Negative 



Week 1 


Negative 



Week 2 


Negative 



Week 3 


- Negative 



Week (t 


Negative 

0 R0 

F-NS 

Screening 


Negative 



Enrollment 


Negative 



Week 1 


Negative 



Week 1 


Negative 



Week 3 


Negative 



Week 6 


Negative 

081 

F-NS 

Screening 


Negative 



Enrollment 


Negative 



Week 1 


Negative 



Week 1 


Negative 



Week 3 


Negative 



Week 6 


Negative 

082 

F-NS 

Screening 


Negative 



Enrollment 


Negative 



Week t 


Negative 



Week 2 


Negative 



Week 3 


Negative 



Week 6 


Negative 


a Subject Classification: F-NS= Female, Non-Smoker; F-$=Femn)e. Smoker. 
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PM3006630094 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 10 of 15) 


Subject 

Number 

Subject 

Classification" 

Timepoinl 

Result 

083 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week! 

Negative 



Week 3 

Negative 



Week 6 

Negative 

084 

F-NS 

Screening 

NA 



Enrollment 

Negative 



Week f 

Negative 



Week 2 

Negative 



Week 3 

Negative 



ly^jr C. 

Negative 

085 

F-NS 

Screening 

• Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

086 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week I 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

087 

F NS 

Screening 

NA 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

" Subject Classification: F-NS— Female, Non-Smoker; F-S-Female. Smoker. 
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PM3006630095 


RSR ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 




Listing lfi.5-20 

Pregnancy Test Results by Subject ("Females Only) 
(Page Hof 15) 


Subject 

Number 

Subject 

Classification 0 

Timepoinl 

Rest! II 

088 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 7 

Negative 



Week 3 

Negative 



Week 6 

Negative 

089 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

, Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

090 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

091 

F-NS 

Screening 

NA 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

092 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negaiive 



Week 6 

Negative 


a Subject Classification: F NS= Female, Non-Smoker; F-S Female, Smoker. 
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PM3006630096 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16 5-20 

Pregnancy Test Results by Subject {Females Only \ 
(Page 12 of 15) 


Subject 

Number 

Subject 

Class! fication* 

Timepnint 

Result 

093 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week .1 

Negative 



Week 6 

Negative 

094 

F-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

095 

r-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

096 

r-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week (> 

Negative 

097 

r-NS 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


Subject Cla&sificaliotv. F-NS~ Female. Non-Smoker, F-S^Femate. Smoker. 
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PM3006630097 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 13 of 15} 



Subject 

Number 

Subject 

Classification' 1 

Timepoint 

Result 


098 

F-NS 

Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 


099 

F-NS 

Screening 

Negative 




Em oilmen! 

Negative 




Week 1 

Negative 




Week 7 

Negative 




Week 3 

Negative 




Week 6 

Negative 


too 

F-NS 

Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 




Week? 

Negative 




Week 6 

Negative 


101 

F-NS 

Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Negative 




Week 3 

Negative 




Week 6 

Negative 


102 

F-NS 

Screening 

Negative 




Enrollment 

Negative 




Week 1 

Negative 




Week 2 

Ncsaiivc 




Week 3 

Negative 




Week 6 

Negative 


a Subject Classificntton: F-NS - Female. Non-Smoker; F-S=Fcmalc, Smoker. 
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PM3006630098 


Protocol No, PM-8450 

Covance CRU Study No, 12226-8450 


Listing 16,5-20 

Pregnancy Test Results by Subject (Females Only) 
(Page 14 of 15) 


Subject 

Number 



Subject 

Classification* 


Timepoint 

Result 

103 



F-NS 


Screening 

Negative 






F.nrollment 

Negative 






Week 1 

Negative 






Week 2 

Negative 






Week .3 

Negative 






Week (> 

Negative 

500 



F-NS 


Svi ceding 

Negative 






Enrollment 

Negative 






Week 1 

Negative 






Week 2 

Negative 






Week .3 

Negative 






Week 6 

Negative 

501 



p-ns 


Screening 

Negative 






Enrollment 

Negative 






Week 1 

Negative 






Week 2 

Negative 






Week 3 

Negative 






Week 6 

Negative 

502 



FS 


Screening 

Negative 






Enrol Iment 

Negative 






Week 1 

Negative 






Week 2 

Negative 






Week .3 

Negative 






Week 6 

Negative 

503 



F-S 


Screening 

Negative 






Enrollment 

Negative 






Week 1 

Negative 






Week 2 

Negative 






Week 3 

Negative 






Week 6 

Negative 


* Subject Classification: F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630099 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-20 

Pregnane}’ Test Results by Subject (Females Only) 

(Page 15 of 15) 


Subject 

Number 

Subject 

Classification 3 

Xirocpoint 

Result 

504 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 

i 

♦ 


Week (> 

Negative 

505 

F-NS 

Screening 

NA 



Enrollment 

Negative, 



Week 1 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 

506 

F-S 

Screening 

Negative 



Enrollment 

Negative 



Week ] 

Negative 



Week 2 

Negative 



Week 3 

Negative 



Week 6 

Negative 


a Subject Classification: F-NS= Female. Non-Smoker; F-S=Femalc, Smoker. 
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PM3006630100 


Protocol No. PJVT-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry l aboratory Data by Subject: Metabolic Substrates 
(Page I of 23) 


Total 

Subject Subject Albumin Cholesterol Glucose Protein Triglycerides 

Number Classification* _ Timepornt _ (g/dL) _ (mg/dl.) _ (mg/dL) _ (g/dl_) _(ni g/d L) 


001 F-S 

Screening 

3.4 

228 H 

88 

7.2 

241 H 


Enrollment 

36 

209 

87 

7.2 

324 H 


Week 1 


226 H 



293 H 


Week 3 


245 H 



402 II 


Week 6 


195 



267 H 

002 r-s 

Screening 

3.6 

244 

75 

7.3 

390 11 


Enrollment 

4.1 

263 

91 

7.9 

380 H 


Week 1 


256 



351 11 


Week 3 


223 • 



336 H 


Week 6 


234 



314 H 

003 F-S 

Screening 

4.4 

185 

84 

7.7 

107 


enrollment 

4.1 

158 

81 

6.9 ' 

108 


Week l 


162 



116 


Week 3 


156 



87 


Week 6 


169 



111 

(KM F-S 

Screening 

4.5 

254 

88 

7.4 

109 


Enrollment 

4.5 

224 

111 

7.6 

99 


Week 1 


236 



137 


Week 3 


228 



115 


Week 6 


231 



121 

005 F-S 

Screening 

4.3 

224 ' 

87 

8.4 

. 67 


Enrollment 

3.8 

189 

83 

7.3 

57 


Week 1 


196 



70 


Week 3 


199 



79 


Week 6 


212 



58 

005 F-S 

Screening 

4.4 

193 

95 

7,7 

122 


Enrollment 

4.6 

186 

101 

7.8 

170 


Week 1 


202 



299 H 


Week 3 


216 



204 


Week 6 


160 L 



141 

SubjectClassification: M-NS= 

=Ma!c. Non-Smoker; M-S= 

=M<ile. Smoker: F-NS= Female. Non 

-Smoker: F-S= Female. Smoker. 
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PM3006630101 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


I idling 1 6.5-22 

Chemistry Laboratory' Data by Subject: Metabolic Substrates 
(Page 2 of 23) 


Total 


Subject 
Number_ 

Subject 

Classification* 

Timcpoint 

Albumin 

(R'dU 

Cholesterol 

(iriBfdL) 

Glucose 

(mg/OL) 

Protein 

(g/d 1.) 

Triglyceride!; 

(mg/dU 

007 

F-S 

Screening 

4.3 

233 

95 

7.1 

179 



Enrollment 

4.2 

227 

90 

7.1 

135 



Week 1 


255 



121 



Week 3 


219 



245 H 



Week 6 


218 



153 

008 

F-S 

Screening 

4.4 

182 

88 

7.2 

81 



Enrollment 

4.3 

172 

99 

6,9 

75 



Week 1 


175 



95 



Week 3 


157 



71 



Week 6 


182 



62 

009 

F-S 

Screening 

4.3 

207 

95 

7.6 

82 



Enrollment 

4.5 

185 L 

100 

7.5 

.68 



Week I 


195 



118 



Week 3 


174 L 



90 



Week 6 


181 L 



131 

010 

F-S 

Screening 

4.2 

156 

93 

7,0 

79 



Enrollment 

4.3 

135 

83 

6.8 

66 



Week 1 


147 



74 

Oil 

F-S 

Screening 

4.0 

165 L 

97 

6.8 

51 L 



Enrollment 

4.0 

179 

105 

6.7 

74 



Weekl 


185 



148 



Week 3 


165 L 



68 



Week <5 


187 



75 

012 

F-S 

Screening 

4.2 

194 

85 

7.4 

222 H 



Enrollment 

4.5 

187 

10(1 

7.9 

136 



Week 1 


219 



459 FI 



Week 3 


194 



137 



Week 6 


189 



109 

013 

F-S 

Screening 

5 0 H 

210 

88 

7.7 

107 



Enrollment 

4.6 

209 

84 

74 

103 



Week 1 


236 H 



78 



Week 3 


198 



75 



Week 6 


221 H 



93 

Subject Classification: M-NS-Male, Non-Smoker; M-S= 

=Malc, Smoker; P-NS= 

Female. Non-Smoker; F-S-Temale, Smoker. 
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PM3006630102 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Daiaby Subjeci: Metabolic Substrates 
(Page 3 of 23) 


Total 


Subject 

Subject 


Albumin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number 

Classification 11 

Timepoint 

(g/dl.) 

_ (mg/dL)__ 

__(mg/dL)_ 

at 

r- 

___(mg/dU 

014 

F-S 

Screening 

4.2 

191 

90 

7.3 

102 



Screening (R) 

4.1 


96 

7.3 




Enrollment 

4 1 

187 

K2 

7.1 

12 



Week 1 


211 



*7 



Week 3 


194 



88 



Week 6 


173 



58 

015 

F-S 

Screening 

4.1 

156 

88 

7.8 

150 



Enrollment 

4.1 

161 

80 

7.8 

182 H 



Week. 1 


170 



103 



Week 3 


[48 



101 



Week 6 


154 



108 

010 

F-S 

Screening 

4.5 

210 

99 

7.4 

131 



Enrollment 

4.5 

197 

85 

7.2 

09 



Week 1 


192 



70 



Week 3 


195 



119 



Week 6 


197 



86 

017 

F-S 

Screening 

4.3 

195 

89 

7.7 

90 



Enrollment 

4.3 

157 

97 

7.4 

128 



Week 1 


187 



97 



•Week 3 


161 



111 



Week 6 


166 



188 

018 

F-S 

Screening 

4.0 

153 

82 

7.3 

104 



Enrollment 

4.0 

122 L 

83 

7.1 

78 



Week I 


130 



93 



Week 3 


139 



102 



Week 6 


143 



100 H 

019 

F-S 

Screening 

4.0 

145 

86 

6.9 

72 



Enrollment 

4.0 

M2 

95 

6.7 

80 



Week 1 


132 



00 



Week 3 


160 



102 



Week 6 


146 



103 


" Subject Classification: M-NS^Male, Non-Smoker; M-S-Male, Smoker; F-NS^ Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630103 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 4 of 23) 


Total 


Subject 

Subject 


A Ibtunin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number 

Classification 9 

Timepoint __ 

_ tm± _ 

_(mg/dL)_ 

(mg/dL) 

__ mv) _ 

__ _(nigMI.) 

020 

F-S 

Screening 

4.1 

201 

9(1 

7.0 

90 



Enrollment 

4.3 

. T87 

109 

7.0 

160 



Week 1 


200 



ISO 



Week 3 


202 



84 



Week 6 


214 



99 

021 

F-S 

Screening 

3.9 

154 

S3 

7.4 

86 



Enrollment 

4.2 

148 

90 

7.1 

162 II 



Week 1 


139 



186 H 



Week 3 


146 



225 I I 



Week 6 


125 L 



162 H 

022 

F-S 

Screening 

4.1 

170 

88 

7.2 

165 H 



Enrollment 

4.1 

167 

90 

7.3 • 

98 



Week 1 


149 



180 II 



Week 3 


164 



126 



Week 6 


165 



168 11 

023 

F-S 

Screening 

4.2 

188 

99 

6.8 

81 



enrollment 

4.2 

157 

91 

6.8 

47 


s 

Week 1 


184 



60 



Week 3 


185 



167 



Week 6 


167 



96 

024 

F-S 

Screening 

4.2 

212 

99 

7.6 

124 



Enrollment 

4.3 

189 

105 

7.3 

150 



Week 1 


186 



94 



Week 3 


196 



228 II 



Week 6 


211 



148 

025 

F-S 

Screening 

3.5 

285 

9.3 

7.4 

227 



Enrollment 

3.7 

312 H 

114 

7.8 

252 



Week 1 


32.3 It 



274 H 



Week 3 


294 H 



303 II 



Week 6 


307 Iff 



240 


* Subject Classification: M-NS"«Wale„ Non-Smoker; M-S - Male, Smoker; F-NS= Female. Non-Smoker; F-S=Femalc, Smoker. 
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PM3006630104 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subjccr: Metabolic Substrates 
(Page 5 of 23) 


Total 


Subject 

Subject 


Albumin 

Cholesterol 

Glucose 

Frotein 

Triglycerides 

Number 

Classification"_ 

Tirnepoim 

_(fi/dl)_ 

(mg/dL) 

(mg/dl.) 

_(£/dL) 

_(mg/dL) 

026 

F-S 

Screening 

4.3 

207 

88 

7.5 

72 



Enrollment 

3.9 

215 

95 

7.1 

98 



Week 1 


214 



118 



Week 3 


188 



110 



Weeks 


179 



85 

027 

F-S 

Screening 

4.1 

174 

83 

6.8 

50 



Enrollment 

4.3 

210 

93 

7.3 

50 



Week 1 


197 



56 



Week 3 


178 



49 



Weeks 


170 



54 

028 

F-S 

Screening 

4.2 

190 

88 

7.2 

267 H 



Enrollment 

3.9 

178 

83 

6.6 

244 H 



Week 1 


236 H 



248 11 



Week 3 


189 



292 H 



WeekS 


157 



179 H 

029 

F-S 

Screening 

4.1 

174 

90 

7.3 

121 



Enrollment 

4.1 

179 

86 

7.2 

199 H 



Week 1 


237 11 



168 II 



Week 3 


161 



146 H 



WeekS 


164 



195 II 

030 

F-S 

Screening 

4.2 

222 

88 

7.2 

124 



Enrollment 

4.0 

202 

84 

6.5 

154 



Week 1 


197 



383 H 



Week 3 


189 



158 



Week 6 


221 



345 H 

031 

F-S 

Screening 

3.8 

182 

92 

7.0 

95 



Enrollment 

4.2 

204 

89 

7.4 

122 



Week 1 


212 



106 



Week 3 


218 



92 



WeekS 


211 



124 


a Subject Classification: M-NS=Malc. Non-Smoker; M-S=Male. Smoker; F-NS-= Female. Non-Smoker; F-S-Feirale. Smoker 
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PM3006630105 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject Metabolic Substrates 
(Page 6 of 71) 


Total 


Subject 

Number 

Subject 

Classification 11 

_Timepoint___ 

Albumin 

(B/dL) 

Cholesterol 

(mg/dl.) 

Glucose 

(nigAlLl 

Protein 

(c/dL) 

Triglycerides 

_ __img/dL)_ 

032 

F-S 

Screening 

3.9 

163 

89 

6.4 

122 



Enrollment 

3 9 

157 

84 

6.4 

154 H 



Week 1 


159 



202 11 



Week 3 


155 



213 H 



Week 6 


159 



111 

033 

F-S 

Screening 

4.2 

202 H 

85 

7.4 

117 



Enrollment 

4.2 

201 

84 

7.3 

144 



Weekl 


209 



161 



Week 3 


235 



04 



Week 6 


242 H 



lit 

034 

F-S 

Screening 

4.1 

235 

79 

7. f 

102 



enrollment 

4.2 

253 H 

78 

7.2 

210 H 



Week l 


263 H 



205 H 



Week 3 


259 H 



182 H 



Week 6 


292 H 



330 H 

035 

F-S 

Screening 

4.0 

213 

89 

6.6 

202 



Enrollment 

4.0 

197 

85 

6.6 

176 



Week 1 


213 



214 



Week 3 


220 



215 H 



Week 6 


234 



290 H 

036 

M-S 

Screening 

4.6 

230 

94 

7.5 

168 



Enrollment 

4.6 

199 

86 

7.1 

140 



Week 1 


205 



251 



Week 3 


205 



193 



Week 6 


226 



187 

037 

M-S 

Screening 

4.4 

178 

92 

7.2 

75 



Enrollment 

4.0 

150 

96 

6.7 

74 



Week 1 


171 



76 



Week 3 


164 



70 



Week 6 


194 



59 


a Subject Classifrcation: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630106 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 






Chemistry Laboratory Data by Subject: 

(Page 7 of 23) 

s 

a 

S: 

cr 

C/3 

5* 

I 

n 

V- 



Subject 

N umber 

Subject 

Classification* 

Timepoint 

Albumin 

Cholesterol 

(mg/dL) 

Glucose 

(mg/dl) 

Tolal 

1’roitin 

(a/dL) 

Triglycerides 

(me/dL) 

038 

M-S 

Screening 

4.2 

191 

86 

7.3 

95 



Enrollment 

3.9 

177 

94 

7.1 

63 



Week 1 


212 



on 



Week 3 


208 



no 



Week 6 


221 



53 

039 

M-S 

Screening 

4.6 

278 

110 

7.7 

372 n 



fini-ollment 

4,3 

250 

108 

7.6 

310 



Week ! 


289 



710 H 



Week 3 


227 



378 H 



Week 6 


159 L 



185 

040 

M-S 

Screening 

4.8 

17] 

88 

7.5 

68 



Enrollment 

5.0 H 

184 

90 

8.0 

71 



Week 1 


180 



88 



Week 3 


181 



57 



Week 6 


191 



1 14 

041 

M-S 

Screening 

4.2 

199 

96 

7.5 

66 



Enrollment 

4.4 

220 

83 

8.0 

114 



Week 1 


216 



326 



Week 3 


216 



171 



Week 6 


232 



219 

042 

M-S 

Screening 

4.5 

213 

96 

7.3 

246 



Enrollment 

4.8 

210 

92 

7.5 

213 



Week 1 


201 



159 



Week 3 


193 



108 



Week 6 


200 



256 H 

04.3 

M-S 

Screening 

4.8 

196 

9! 

7.9 

54 



Enrollment 

4.6 

160 

84 

7.7 

132 



Week 1 


176 



88 



Week 3 


157 



110 



Week 6 


177 



114 

4 Subject Classification: M-NS=Malc, Non-Smoker: M-S- 

-Male, Smoker; F-NS- 

Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630107 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 8 of 23) 


Total 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Albumin 

fe/d L) 

Cholesterol 

(mfi/dL) 

Glucose 

_(mg/dL)__ 

Protein 

(fi/dl.) 

Triglycerides 
(m g/dl.) 

044 

M-S 

Screening 

5.2 H 

256 

93 

7.8 

207 



Enrollment 

4.5 

185 

96 

6.6 

96 



Week 1 


235 



87 



Week 3 


197 



92 



Week 6 


138 L 



98 

045 

M-S 

Screening 

4.8 

158 

99 

7.9 

76 



Enrollment 

4.8 

146 

101 

7.4 

106 



Week 1 


184 



107 



Week 3 


137 



133 



Week 6 


156 



151 

046 

M-S 

Screening 

4.4 

183 

79 

7.2 

169 



Enrollment 

4.6 

203 

74 

7.5 

269 II 



Week 1 


197 



170 



Week 3 


195 



3S9 H 



Week 6 


222 



268 11 

04? 

M-S 

Screening 

4.5 

177 

98 

7.6 

90 



Enrollment 

4.6 

163 

95 

7.4 

81 



Week 1 


173 



149 



Week 3 


170 



88 



Week 6 


166 



92 

048 

M-S 

Screening 

4.5 

231 

94 

8.0 

177 



Enrollment 

4.6 

226 

89 

7.9 

196 



Week 1 


237 H 



160 



Week 3 


185 



129 



Week 6 


221 



708 II 

040 

M-S 

Screening 

4.4 

259 

99 

7.7 

75 



Enrollment 

4.1 

254 

96 

7.4 

102 



Week 1 


236 



80 



Week 3 


256 



107 



Week 6 


213 



74 


J ' Subject Classification: M-NS-Male, Non-Smoker: M-S“Male. Smoker; F-NS” Female, Non-Smoker; F-.S=Femalc, Smoker. 
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PM3006630108 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 9 of 23) 


Total 


Subject 

Subject 


Albumin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number 

Classification" 

1 imepolnt 

(p/dLl 

___(mjj/dL)__ _ 

_(mg/dLl_ 

___(g/dL)___ 

(mg/dL)_ 

050 

MS 

Screening 

4.4 

195 

76 

7.9 

40 1. 



Enrollment 

4.1 

171 

74 

7.4 

S3 



Week ] 


192 



92 



Week 3 


198 



137 



Week 6 


184 



106 

051 

M-S 

Screening 

4.5 

126 L 

92 

7.4 

80 



Screening (U) 

■1.4 


97 

7.0 




Enrollment 

4.6 

125 I. 

88 

7.(1 

52 

052 

M-S 

Screening 

4.7 

212 

91 

7.4 

135 



Enrollment 

4.7 

209 

0 K 

7.5 

122 



Week 1 


228 



264 



Week 3 


209 



180 



Week 6 


235 



207 

053 

M-S 

Screening 

4.6 

168 

93 

7.5 

44 L 



Enrollment 

4.4 

206 

97 

7,6 

94 

054 

M-S 

Screening 

4.5 

MS L 

98 

7.5 

88 



Enrollment 

4.2 

128 

97 

7.0 

76 



Week 1 


155 



98 



Week 3 


143 



69 



Week 6 


129 



87 

055 

M-S 

Screening 

4,9 

243 

88 

. M 

122 



Enrol f nieni 

4.3 

224 

90 

7.3 

102 



Week 1 


252 



172 



Week 3 


231 



109 



Week 6 


225 



141 

055 

M-S 

Screening 

4.3 

249 

98 

.7.3 

104 



Enrollment 

4.1 

247 

190 H 

7.3 

89 



enrollment 

4.3 


R4 

7.7 




<U) 








Week 1 


238 



185 



Week 3 


227 



127 



Week 6 


271 



157 

Subject Classificuliim: M-N$- 

-Male. Non-Smoker: M-S~ 

'Male. Smoker; F-NS= 

Female, Non-Smoker; F-S^ Female. Smoker 
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PM3006630109 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 10 of 2?) 


Total 


Subject 

Number 

Subject 

Classification* 

_Time point_ 

Albumin 

__(g/dL)_ 

Cholesterol 

(mg/dL) 

Glucose 
_(mg/dL) 

Protein 

_ m L)_ 

Triglycerides 

__ (mg/dl.) 

057 

M-S 

Screening 

4.4 

141 

94 

7.5 

129 



Enrollment 

4.1 

147 

89 

7.0 

123 



Week 1 


124 1. 



165 



Week 3 


132 



140 



Week 6 


137 



106 

058 

M-S 

Screening 

4.6 

232 ' 

93 

7.6 

80 



Enrollment 

4.6 

188 

85 

7.0 

16 



Week l 


215 



m 



Week 3 


230 



100 



Week 6 


206 



134 

059 

M-S 

Screening 

4.8 

175 

90 

7.7 

70 



Enrollment 

4.3 

178 

100 

7.4 

65 



Week 1 


189 



58 



Week 3 


182 



60 



Week 6 


17! 



85 

060 

M-S 

Screening 

4.4 

241 II 

100 

7.3 

207 



Enrollment 

4.4 

258 H 

100 

7.6 

172 



Week 1 


250 II 



181 



Week 3 


229 



183 



Week 6 


249 H 



284 H 

061 

M-S 

Screening 

5.0 U 

208 

93 

7.5 

215 



Enrollment 

5.0 K 

188 

93 

7.4 

203 



Week 1 


221 



251 rr 



Week 3 


183 



202 



Week 6 


201 



109 

062 

M-S 

Screening 

4.9 

29! H 

107 

8.3 

322 



Enrollment 

4.6 

252 

104 

7.8 

272 



Week 1 


225 



248 



Week 3 


254 



397 H 



Week 6 


239 



?84 II 


a Subject Classification: M-NS=Male, Non-Smoker; M-S~Male. Smoker; F-NS- Female. Non-Smoker; F-S=Femalc. Smoker. 
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PM3006630110 


rsr ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page II of 23) 


Total 


Subject 

Subject 


Albumin 

Cholesterol 

Glucose 

Prole i n 

Triglycerides 

Number 

Classification" 

rimepoint 

Well.) 

(mg/dL) 

(mg/dL) 

(g/dL) 

(mg/dU 

063 

M-S 

Screening 

4.6 

195 

100 

7.5 

105 



Enrollment 

4.2 

. 190 

100 

6.8 

172 



Week 1 


205 



140 



Week? 


197 



192 



Week 6 


167 



87 

065 

M-S 

Screening 

4.6 

182 

90 

7.0 

90 



Enrollment 

4.4 

164 

83 

7.1 

153 



Week 1 


164 



ir» 



Week 3 


200 



83 



Week 6 


210 



148 

066 

M-S 

Screening 

45 

266 

98 

7.7 

194 



Enrollment 

4.3 

249 

78 

7.2 

147 

' 067 

M-S 

Screening 

5.0 H 

206 

96 

7.7 

117 



Enrollment 

4.7 

196 

85 

76 

89 



Week 1 


152 



139 



Week 3 


233 



118 



Week 6 


193 



127 

068 

M-S 

Screening 

4.7 

138 t- 

91 

7.5 

103 



Enrollment 

4.6 

136 f. 

91 

7.7 

55 



Week 1 


155 



82 



Week 3 


159 



48 f. 



Week 6 


134 L 



99 

060 

M S 

Screening 

4.7 

130 

87 

7.3 

147 



Enrollment 

4.6 

162 

95 

7.4 

210 



Week 1 


120 L 



121 



Week 3 


167 



149 



Week 6 


141 



91 

071 

F-NS 

Screening 

44 

158 

95 

7.2 

dO 



Enrollment 

44 

182 

89 

7.3 

103 



Week 1 


179 



103 



Week 3 


185 



66 



Week 6 


165 



78 


' Subject Classification: M-NS=Male. Non-Smoker; M-S-Mafe, .Smoker; F-NS= Female, Non-Smoker; F-S=Fcniale. Smoker. 
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PM3006630111 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 12 of23) 


Total 


Subject 

Number 

Subject 

_ Classification" 

Timepoint 

Albumin 

Cfi/dL) 

Cholesterol 

(mg/dL) 

Glucose 
(mg/dl.) 

Protein 

(g/dL) 

Triglycerides 

(mg/dT.) 

072 

F-NS 

Screening 

4.2 

198 

93 

7.7 

102 



Enrollment 

3.7 

138 I. 

III 

6.7 

67 



Week 1 


174 



148 



Week 3 


168 



89 



Week 6 


173 



no 

073 

F-NS 

Screening 

4.0 

187 

85 

6.9 

100 



Enrollment 

4.1 

193 

84 

6.8 

122 



Week 1 


209 



97 



Week 3 


194 



187 H 



Week 6 


182 



104 

074 

F-NS 

Screening 

4.2 

192 

86 

7.3 

122 



Enrollment 

4.1 

142 

9! 

7.0 

99 



Week 1 


ISO 



107 



Week 3 


193 



147 11 



Week 6 


168 



94 

07? 

F-NS 

Screening 

3.9 

150 

84 

7.4 

36 L 



Enrollment 

3.9 

143 

91 

7.3 

29 r 



Week 1 


170 



43 



Week 3 


171 



45 



Week 6 


159 



43 

076 

r-NS 

Screening 

4.3 

264 H 

99 

7.7 

82 



Enrollment 

4.1 

219 H 

95 

7.7 

86 



Week 1 


297 H 



112 



Week 3 


220 H 



83 



Week 6 


248 II 



116 

077 

F-NS 

Screening 

4.1 

156 

84 

7.3 

68 



Enrollment 

4.5 

150 

89 

7.4 

52 



Week 1 


156 



64 



Week 3 


138 



67 



Week 6 


139 



64 

Subject Classification: M-NS^Male, Non-Smoker; M-S" 

-Male, Smoker; F-NS- 

Female. Non-Smoker; F-S^Female. Smoker 
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PM3006630112 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 13 of 2.1) 


Total 


Subject 

Number 

Subject 

Classification'’ 

Timepoint 

Albumin 

_ ML) __ 

Cholesterol 

_(mg/dL)__ 

Glucose 

__(mg/dL) __ 

Protein 

Ml.) 

Triglycerides 

(mg/dL) 

078 

F-NS 

Screening 

4.2 

141 

86 

7.2 

41 



Enrollment 

4.3 

ISO 

90 

7.2 

60 



Week 1 


155 



72 



Week 3 


15R 



70 



Week 6 


158 



47 

079 

F-NS 

Screen mg 

4.0 

205 

. 82 

6.9 

64 



Enrollment 

4.2 

223 

82 

7.0 

97 



Week 1 


224 



93 



Week 3 


2.30 



101 



Week 6 


223 



128 

080 

Y -NS 

Screening 

3.7 

257 

96 

6.8 

116 



Enrol It nenl 

3.7 

235 

98 

6.8 

88 



Week 1 


192 



105 



Week 3 


220 



86 



Week 6 


257 



125 

081 

F-NS 

Screening 

4.0 

162 

87 

7.2 

81 



Enrollment 

4.8 

164 

81 

7.1 

39 L 



Week I 


182 



196 



Week 3 


159 



153 



Week 6 


159 



112 

082 

F-NS 

Screening 

4.1 

186 

78 

7.3 

42 



Enrollment 

3.9 

162 

85 

6.9 

48 



Week 1 


206 



88 



Week 3 


172 



35 I. 



Week 6 


183 



60 

088 

F-NS 

Screening 

4.3 

196 

86 

7.3 

56 



Enrollment 

4.3 

200 

82 

7.3 

58 



Week l 


202 



64 



Week 3 


196 



93 



Week 6 


180 



55 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S-Female. Smoker. 
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PM3006630113 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
* (Page 14of23> 


Total 


Subject 

Subject 


Albumin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number 

_Classification' 1 _ 

Timepoint 

(#L) 

(mg/dL) 

£_ 

_(g/dL)__ 

___(nifi/dl) 

084 

F-NS 

Screening 

4.0 

221 

94 

7.7 

75 



Enrol Intent 

4.1 

. 224 

101 

7.4 

82 



Week l 


2(0 



157 



Week 3 


224 



71 



Week 6 


215 



69 

085 

F-NS 

Screening 

4.0 

14! 

93 

7.0 

175 H 



Enrollment 

4.5 

185 

98 

7.8 

215 11 



Week 1 


167 



216 H 



Week 3 


168 



338 H 



Week 6 


145 



200 H 

086 

F-NS 

Screening 

4.0 

210 II 

92 

8.0 

96 



Enrollment 

3.9 

208 

95 

7.4 

123 



Week 1 


210 



110 



Week 3 


214 



67 



Week 6 


193 



91 

087 

F-NS 

Screening 

4.6 

271 

87 

7.5 

125 



Enrollment 

4.7 

274 

106 

7.7 

117 



Week 1 


290 



107 



Week 3 


251 



109 



Week 6 


270 



188 

088 

F-NS 

Screening 

.1.8 

215 

98 

8.2 

92 



Enrollment 

4.4 

186 

92 

7.4 

106 



Week 1 


181 



1IV 



Week 3 


182 



141 



Week 6 


221 



96 

089 

F-NS 

Screening 

4,0 

184 

92 

6.8 

69 



Enrollment 

3.9 

172 

93 

6.5 

79 



Week l 


185 



99 



Week 3 


185 



56 



Week 6 


207 



90 


3 Subject Classification: M-NS=Male ; Non-Smoker; M-S-Mafe. Smoker; F-NS^ Female. Non-Smoker; F-$=Female. Smoker. 
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PM3006630114 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 15 of2}) 


Subject Subject 

Number Classification* 

Timepoint 

Albumin 

(fi/dU 

Cholesterol 
(mg/d LI 

Glucose 

(mg/ril.) 

Total 

Prolein 

(#/dl.) 

Triglycerides 

(mg/dl.) 

0!>n F-NS 

Screening 

4.2 

218 

105 

7.3 

130 


Enrollment 

4.4 

232 

113 

7.3 

140 


Week 1 


238 



187 


Week 3 


234 



171 


Week 6 


234 



175 

091 F-NS 

Screening 

4.5 

232 

95 

7.3 

179 


Enrollment 

4.5 

271 

107 

7.5 

191 


Week 1 


267 



200 


Week 3 


235 



309 11 


Week 6 


227 



207 

092 F-NS 

Screening 

4.1 

172 

81 

7.4 

118 


Enrollment 

4.2 

174 

85 

7.8 

129 


Week I 


18! 



137 


Week 3 


170 



141 


Week 6 


185 



139 

09.1 F-NS 

Screening 

4.4 

158 

89 

7.4 

112 


Enrollment 

4.2 

164 

88 

7.1 

48 


Week 1 


179 



87 


Week 3 


156 



72 


WeekS 


170 



94 

094 F-NS 

Screening 

4,8 

140 

82 

8.1 

71 


Enrollment 

4.9 

150 

90 

7.9 

54 


Week 1 


166 



98 


Week 3 


167 



50 


Week 6 


158 



115 

095 F-NS 

Screening 

4.6 

278 

101 

7,8 

149 


Enrollment 

4.1 

256 

95 

6.9 

150 


Week 1 


301 



207 


Week 1 


250 



231 


Week 6 


270 



130 

Subject Classification: M-NS- 

■Male, Non-Smoker: M-S- 

^Male. Smoker: F-NS= 

Female. Non-Smoker; F-S 73 Female. Smoker. 
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PM3006630115 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory' Data by Subject: Metabolic Substrates 
(Page 16 of 2.1) 


Subject 

Number 

Subject 

Classification'’ 

Timepoint 

Albumin 

(g/dL) 

Cholesterol 

(mg/cll.) 

Glucose 

(mc/dL) 

Total 

Protein 

mi) 

Triglvccridi 

(mc/dL) 

096 

F-NS 

Screening 

4.1 

158 

96 

7.6 

107 



Enrollment 

3.9 

. 162 

83 

7.3 

90 



Week 1 


141 



97 



Week 3 


151 



97 



Week 6 


173 



73 

097 

F-NS 

Screening 

4.1 

184 

98 

7.4 

159 



Enrollment 

4,2 

199 

94 

7.1 

124 



Week 1 


178 



129 



Week 3 


214 



142 



Week 6 


169 



159 • 

098 

F-NS 

Screening 

4.1 

186 

76 

7.3 

73 



Enrollment 

4.5 

192 

88 

7.0 

69 



Week 1 


196 



68 



Week 3 


188 



129 



Week 6 


167 



57 

099 

F-NS 

Screening 

4.1 

1 % 

94 

7.5 

130 



Enrollment 

3.9 

198 

87 

7.2 

156 H 



Week 1 


200 



97 



Week 3 


208 



112 



Week 6 


212 



mo 

100 

F-NS 

Screening 

4.5 

264 H 

87 

8.0 

50 



Enrollment 

4.4 

207 

83 

7.5 

92 



Week 1 


225 



122 



Week 3 


232 



195 11 



Week 6 


176 



230 11 

101 

K-NS 

Screening 

4.6 

170 

97 

8.2 

112 



Enrollment 

4.5 

168 

89 

S.O 

104 



Week F 


142 



91) 



Week 3 


153 



114 



Week 6 


152 



71 


Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS- Female, Non-Smoker, F-S=Female, Smoker. 
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PM3006630116 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1 6.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 17 of 23) 


Total 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Albumin 

_<£*»•) 

Cholesterol 

____(mg/dL)__ 

Glucose 

_(mg/dL) __ 

Prolei n 

_(gAIL)_ 

Triglycerides 

(mg/dL) 

102 

F-NS 

Screening 

4,4 

233 

92 

8.2 

102 



Enrollment 

4.0 

101 

96 

74 

94 



Week 1 


191 



149 



Week 3 


210 



176 



Week 6 


239 



128 

103 

r-Ns 

Screening 

4.0 

253 11 

90 

7.9 

136 



Enrollment 

4.0 

261 H 

05 

7.7 

196 H 



Week 1 


259 H 



216 H 



Week 3 


251 H 



152 11 



Week 6 


209 



231 H 

104 

M-NS 

Screening 

4.2 

144 

86 

8.0 

83 



Enrollment 

4.5 

164 

83 

7.8 

93 



Week l 


181 



116 



Week 3 


147 



152 



Week 6 


163 



74 

105 

M-NS 

Screening 

4.7 

175 

86 

7.8 

91 



Enrollment 

5.0 H 

206 

83 

8.3 

129 



Week 1 


214 



157 



Week 3 


175 



140 



Week 6 


169 



243 

106 

M-NS 

Screening 

4.4 

199 

94 

7.5 

106 



Enrollment 

4.7 

185 

85 

7.7 

96 



Week 1 


220 



123 



Week 3 


196 



103 



Week 6 


187 



142 

107 

M-NS 

Screening 

4.5 

207 

89 

7.4 

77 



Enrollment 

4.6 

199 

91 

7.5 

98 



Week 1 


178 



124 



Week 3 


223 



169 



Week 6 


192 



87 

Subject Classification: M-NSHWale, Non-Smoker: M-S= 

=Mafe. Smoker: F-NS= 

= Female. Non-Smoker: F-S-Female. Smoker. 
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PM3006630117 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


I.idling 16.5*22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page Ifinf23) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Albumin 

lE'dL) 

Cholesterol 

imgirtl.) 

Glucose 

(mg/fll) 

Tolal 

Protein 

(RfdL) 

Triglycerides 
(mg/dl .) 

10 $ 

M-NS 

Screening 

4.3 

1S4 

98 

7.3 

m 



Enrollment 

19 

161 

93 

6 8 

174 



Week 1 


179 



231 



Week 3 


172 



282 



Week 6 


210 



161 

109 

M-NS 

Screening 

4.9 

2IS 

95 

8.1 

240 



Enrollment 

4.4 

165 

112 

7.3 

72 



Week 1 


218 



161 



Week 3 


171 



156 



Week 6 


207 



186 

110 

M-NS 

Screening 

4.1 

233 

103 

6.9 

84 



Enrollment 

4.1 

228 

87 

6.7 

89 



Week f 


242 



165 



Week 3 


267 



191 



Week 6 


289 II 



185 

III 

M-NS 

Screening 

4.4 

224 

100 

7.8 

128 



enrollment 

4.7 

188 

94 

7.8 

121 



Week 1 


192 



90 



Week 3 


151 



104 



Week 6 


205 



157 

112 

M-NS 

Screening 

4.4 

232 

95 

7.4 

62 



Enrollment 

4.1 

219 

90 

7.3 

97 



Week 1 


230 



124 



Week 3 


211 



78 



Week 6 


219 



269 

IB 

M-NS 

Screening 

4.2 

191 

89 

6.9 

134 



Enrollment 

4.3 

179 

93 

7.2 

86 



Week 1 


150 1. 



52 L 

1 14 

M-NS 

Screening 

4.4 

173 

95 

7.8 

66 



Bnmllment 

4.5 

172 

88 

7.8 

94 



Week 1 


194 



K2 



Week 3 


190 



5 l > 



Week 6 


180 



129 

Subject Classification: M-NS=Male, Non-Smoker; M-S- 

-Male, Smoker; F-NS= 

Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006630118 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 19 of 2.11 


Total 


Subject 

Number 

Subject 

Classification' 1 

Timcpoint 

A fbiimin 

0*1T.) 

Cholesterol 

___ Img/dL)___ 

Glucose 

(mg/dL) 

Protein 

(gttL) 

Triglycerides 

(mg/dl.) 

ns 

M-NS 

Screening 

4.5 

143 L 

95 

7,7 

61 



Enrollment 

4.4 

144 

89 

74 

51 



Wcckl 


161 



56 



Week 3 


141 L 



44 L 



Week 6 


131 L 



57 

116 

M-NS 

Screening 

4.5 

204 

100 

8.3 

261 II 



Enrollment 

4.4 

199 

93 

7.9 

99 



Week 1 


178 



211 



Week 1 


193 



111 



Week 6 


187 



158 

i i 7 

M-NS 

Screening 

5.1 II 

128 L 

ns 

8.0 

77 



Enroll mem 

5.6 H 

120 1. 

91 

8.0 

61 



Week 1 


114 L 



85 



Week 3 


126 L 



69 



Week 6 


M2 1. 



109 

118 

M-NS 

Screening 

4.5 

187 

97 

8.0 

372 II 



Enrollment 

4.1 

ISO 

89 

7.6 

151 



Week 1 


217 



361 (1 



Week 3 


170 



216 



Week 6 


169 



223 

119 

M-NS 

Screening 

4.5 

191 

92 

7.2 

202 



Enrollment 

4.1 

193 

96 

7.1 

123 



Week 1 


194 



494 H 



Week 3 


212 



247 



Week 6 


209 



744 

120 

M-NS 

Screening 

4.6 

150 

94 

7.2 

51 



Enrollment 

4.8 

161 

89 

7.1 

57 



Week 1 


152 



48 1, 



Week 3 


157 



70 



Week 6 


187 



150 


* Subject Classification: M-N$-Ma1c, Non-Smoker; M-S=MaIc, Smoker; F-NS= Female, Non-Smoker; F-S ^Female. Smoker. 
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PM3006630119 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-22 



Subject 

Classification 4 

Tlmeooint 

Albumin 

_(g/dLj_ 

Chemistry Laboratory Data by Subject: Metabolic 
(Page 20 of 23) 

Cholesterol 

(mg/dL) 

Substrates 

Glucose 
Jjng/dL)_ 



Subject 

Number 

Total 

Protein 

(p/dLQ 

Triglycerides 
. |mp.'dU 

121 

M-NS 

Screening 

4.7 

154 

104 

7.5 

71 



Enrollment 

4.<i 

191 

93 

7.5 

84 



Week 1 


177 



187 



Week 3 


183 



281 



Week 6 


192 



III 

122 

M-NS 

Screening 

5.0 II 

143 

81 

8.3 

162 



Enrollment 

4.6 

143 

90 

7.R 

123 



Week 1 


141 



113 



Week 3 


164 



1(14 . 



Week 6 


164 



86 

123 

M-NS 

Screening 

4.5 

223 

92 

7.5 

116 



Enrollment 

4.1 

209 

95 

7.1 

70 



Week l 


192 



82 



Week 3 


233 ' 



214 



Week 6 


231 



121 

124 

M-NS 

Screening 

4.6 

154 

93 

7.3 

86 



Enrollment 

4.7 

1.35 

93 

7.3 

54 



Week 1 


1.36 



49 



Week 3 


130 



112 



Week 6 


150 



109 

125 

M-NS 

Screening 

4.6 

225 

76 

7,4 

198 



Enrollment 

4.6 

219 

79 

7.4 

184 



Week 1 


234 



535 II 



Week 3 


220 



278 H 



Week 6 


254 H 



231 

126 

M-NS 

Screening 

4.1 

173 L 

105 

7.0 

98 



Enrollment 

3.8 

173 L 

104 

6.5 

115 



Week \ 


174 L 



125 



Week 3 


164 L 



156 



Week 6 


154 1. 



11(1 


a Subject Classification: M-NS-Malc, Non-Smoker: M-S-Malc. Smoker: F- NS= Female. Non-Smoker; F-S=Fcmale. Smoker. 


Draft 1: 24 July 2002 


Page 14772 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630120 


RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-22 

Chemistry Laboratory' Data by Subject: Metabolic Substrates 

’ (Pajz« 21 of 23) 


Total 


Subject Subject 


Albumin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number Classification’ 

Timepoint _ 

.__ __mii __ 

__(mfi/dl) _ 

(mgftJL)__ 

(fi'dU 

(mg/dL) 

127 M-NS 

Screening 

4.6 

12.7 L 

94 

8.1 

153 


Enrollment 

4 3 

119 L 

91 

7.4 

126 


Week 1 


133 



184 


Week 3 


120 L 



262 H 


Week 6 


109 L 



93 

128 M-NS 

Screening 

4.7 

260 

107 

B.3 

101 


Enrollment 

4.5 

234 

106 

7,7 

87 


Week 1 


254 



194 


Week 3 


240 



103 


Week 6 


246 



106 

129 M-NS 

Screening 

4.8 

157 

91 

8.2 

115 


Enrollment 

4.4 

173 

93 

7.7 

260 


Week 1 


173 



170 


Week 3 


152 



166 


Week 6 


164 



210 

130 M-NS 

Screening 

4.7 

239 

102 

8.0 

92 


Enrollment 

4.2 

222 

l )\ 

7.2 

63 


Week 1 


231 



89 


Week 3 


260 



87 


Week 6 


248 



86 

131 M-NS 

Screening 

4.7 

175 

88 

8.0 

70 


Enrollment 

4.5 

183 

86 

7.3 

56 


Week t 


178 



79 


Week 3 


161 



93 


Week 6 


177 



148 

132 M-NS 

Screening 

4.6 

150 

97 

7.7 

65 


Enrollment 

4.6 

162 

101 

7.7 

91 


Week 1 


167 



135 


Week 3 


152 



144 


Week 6 


140 



93 

” Subject Classification: M-NS-Malc, Non-Smoker: M-S a 

■Male. Smoker; F'-NS= Female. 

Non-Smoker; F-S=Fema1e. Smoker. 
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PM3006630121 


RSR w 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 



Listing 16.5-22 

Chemistry Laboratory Data by Subject: Metabolic Substrates 
(Page 22 of 23) 


Total 


Subject Subject 

Number Classificatinir' 

Timepoint 

Albumin 

mu 

Cholesterol 

(ma/dL) 

Glucose 

_(mg/dL) _ _ 


Protein 

Ig/dM 

Triglycerides 

(mg/dL) 

133 M-NS 

Screening 

5.0 II 

139 L 


92 


8.1 

55 


Enrollment 

4.9 

143 L 


93 


8.0 

76 


Week 1 


120 I. 





56 


Week 3 


141 L 





86 


Week 6 


134 L 





77 

134 M-NS 

Screening 

5.0 H 

106 L 


90 


7.9 

67 


Enrollment 

5.2 n 

134 


93 


8.2 

255 II 


Week 1 


166 





125 


Week 3 


152 





160 


Week 6 


110 L 





106 

135 M-NS 

Screening 

5.2 H 

142 


110 


8.4 

100 


Enrollment 

4.8 

148 


89 


7.8 

102 


Week 1 


154 





105 


Week 3 


159 





126 


Week 6 


202 





82 

500 F-NS ' 

Screening 

4.2 

205 


90 


7.5 

108 


Enrollment 

4.0 

180 


92 


7.0 

129 


Week 1 


218 





169 II 


Week 3 


166 





154 11 


Week 6 


219 H 





127 

501 F-NS 

Screening 

4.2 

175 


93 


7.0 

83 


Enrollment 

4.2 

164 


89 


6.7 

65 


Week 1 


173 





101 


Week 3 


198 





125 


Week 6 


190 





51 

502 F-S 

Screening 

4.3 

197 


90 


7.0 

80 


Enrollment 

4.4 

197 


89 


7.3 

78 


Week 1 


204 





122 


Week 3 


211 





109 


Week 6 


229 





115 

Subject Classification: M-NS - 

■Male. Non-Smoker; M-S“ 

-Male. Smoker; F-NS= Female. Non-Smnkcr; F-S-Fcmale. Smoker. 
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PM3006630122 


Protocol No. PM-8450 

Covance C-RTJ Study No. 12226-8450 


Listing 16.5-22 

Chemistry laboratory Data by Subject: Metabolic Substrate? 
(Page 23 of 23) 


Total 


iSubject 

Subject 


Albumin 

Cholesterol 

Glucose 

Protein 

Triglycerides 

Number 

Classification'' 

Tirncpoint 

fc'dL) 

(rng/dL) 

__(mg/dl.)___ 

_(g/dL)_ 

___(mg/dl.)_ 

503 

F-S 

Screening 

4.2 

163 

85 

7.1 

85 



Enrollment 

4.1 

137 

81 

7.(1 

101 



Week 1 


147 



111 



Week 3 


125 L 



91 



Week 6 


153 



124 

504 

F-S 

Screening 

4.2 

219 

89 

7.0 

99 



Enrollment 

47 

196 

95 

6 9 

97 



Week 1 


203 



104 



Week 3 


208 



179 



Week 6 


204 



88 

505 

F-NS 

Screening 

3.9 

186 L 

95 

6 .G 

49 L 



Enrollment 

4.4 

215 

' 84 

7.0 

54 L 



Week 1 


216 



62 



Week 3 


196 



68 



Week 6 


224 



65 

506 

F-S 

Screening 

4.4 

179 

90 

7.3 

87 



Enrollment 

4.6 

166 

87 

7.6 

S3 



Week 1 


165 



121 



Week 3 


177 



316 H 



Week 6 


174 



165 

Subject Classification; M-NS= 

Non-Smoker; M-S ? 

•Male, Smoker; K-NS- 

Female. Non-Smoker; F-S^Female. Smoker. 
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PM3006630123 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Page I oft2) 


Subject 

Number 

Subject 

Classification* 

Timepoinl 

Alkaline 

Phosphatase 

(U/L) 

LDH 

(U/L) 

AST (SGOT) 

(U/L) 

ALT (SGPT) 

OJ/L1 

Total 

Bilirubin 

fmg/dL) 

001 

F-S 

Screening 

74 

126 

14 

13 

0.2 



Enrollment 

69 

. 168 

16 

(2 

0.3 

002 

FS 

Screening 

126 11 

7ft 

18 

18 

0.3 



Enrollment 

128 H 

71 

15 

19 

’ 0.2 


F-5> 

Screening 

75 

160 

25 

25 

0.3 



Enrollment 

62 

149 

18 

21 - 

0.3 

004 

F-S 

Screening 

50 

123 

20 

IS 

0.5 



Enrollment 

59 

137 

13 

ii 

0.5 

005 

F-S 

Screening 

91 

155 

25 

18 

0.5 



bnrollment 

79 

124 

14 

13 

0.3 

006 

F-S 

Screening 

59 

120 

22 

17 

0.4 



Enrollment 

56 

110 

21 

14 

0.6 

007 

F-S 

Screening 

63 

160 

18 

14 

0.6 



Enrollment 

61 

175 

16 

17 

0.5 

008 

F-S 

Screening 

60 

161 

17 

18 

0.4 



Enrollment 

S6 

156 

15 

16 

0.2 

009 

F-S 

Screening 

75 

135 

20 

22 

0.3 



Enrollment 

72 

176 

23 

22 

0.3 

010 

F-S 

Screening 

66 

122 

19 

12 

0.6 



Enrollment 

57 

119 

16 

ii . 

1.4 11 

Oil 

F-S 

Screening 

95 

139 

18 

28 

0.6 



Enrollment 

112 

150 

14 

19 

0.8 

012 

F-S 

Screening 

53 

170 

17 

23 

0.2 



Enrollment 

54 

170 

14 

17 

0.2 

;| Subject Classification: M-NS= 

; Malc. Non-Smoker; M-S- 

=Ma!e : Smoker; F-NS- 

Female, \ T on-Smnker; F-S-Fernale. Smoker 
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PM3006630124 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Page 7 ofl 2) 


Subject 

Number 

Subject 

Classification 0 

Timepoint 

Alkaline 

Phosphatase 

OI/l.) 

l.DH 

(U/L) 

AST (SGOT) 

(U/L) • 

ALT (SOFT) 

(U/L) 

Total 

Bilirubin 

(mg/tIL) 

on 

F-S 

Screening 

48 

176 

19 

10 

0.5 



Enrollment 

45 

181 

20 

12 

0 5 

014 

F-S 

Screening 

Hemolysis 

Hemolysis 

19 

11 

0.6 



Screening (R) 

47 

122 

15 

ii 

0.3 



Enrollment 

48 

135 

16 

1 1 

0.4 

015 

F-S 

Screening 

95 

147 

18 

12 

0.4 



Enrollment 

89 

162 

17 

13 

0 6 

016 

F-S 

Screening 

65 

83 

19 

14 

0.4 



Enrollment 

62 

88 

17 

15 

0.4 

017 

F-S 

Screening 

64 

134 

35 II 

20 

1.8 H 



.Screening (R) 





1.7 H 



Enrollment 

54 

125 

32 

15 

15 11 

018 

F-S 

Screening 

61 

117 

15 

9 

0.3 



Enrollment 

57 

115 

12 

7 

0.4 

019 

FS 

Screening 

87 

186 

20 

17 

0.5 



Enroll ment 

92 

185 

18 

17 

0.5 

020 

F-S 

Screening 

60 

132 

16 

10 

0.5 



Enrollment 

60 

133 

18 

16 

0.5 

021 

F-S 

Screening 

54 

>. 134 

16 

7 

0.5 



Enrollment 

50 

136 

16 

11 

05 

022 

F-S 

Screening 

96 

169 

22 

40 H 

0.4 



Enrollment 

98 

154 

15 

22 

0.3 

02.1 

F-S 

Screening 

70 

133 

14 

12 

0.2 



Enrollment 

67 

144 

12 

12 

0.3 

Subject Classification: M-NS= 

: Male. Non-Smoker; M-S= 

=Male. Smoker; F-NS - 

Female. Non-Smoker; F-S“Ferrale. Smoker 





Draft 1: 24 July 2002 


Page 14777 of 151.12 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630125 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Page 3 of 12) 


Alkaline Total 


Subject 

Subject 


Phnsphaiase 

LDH 

AST(SGOT) 

ALT (SGFT) 

Bilirubin 

Number 

Classification 3 

Timepoim 

(U/l) 

(U/L) 

(U/l.) 

(U/L) 

(niR/dl.) 

024 

F-S 

Screening 

49 

154 

13 

14 

0.4 



Enrollment 

48 

148 

15 

17 

0.3 

025 

F-S 

Screening 

69 

198 

ii 

ii 

<0.2 I. 



Enrollment 

78 

204 

13 

13 

0.3 

026 

r-s 

Screening 

65 

215 

22 

23 

0.5 



Enrollment 

66 

182 

24 

27 

0.3 

027 

F-S 

Screening 

64 

149 

21 

14 

0.3 



Enrollment 

58 

160 

23 

18 

0.4 

028 

F-S 

Screening 

39 

100 

16 

9 

0.5 



Enrollment 

32 

103 

13 

12 

0.4 

029 

F-S 

Screen ins 

63 

136 

16 

13 

0.2 



Enrollment 

59 

14ft 

id 

13 

0.4 

0.10 

F-S 

Screening 

47. 

122 

17 

1.7 

0.3 



Enrollment 

47 

134 

18 

18 

0.3 

031 

F-S 

Screening 

57 

114 

13 

14 

0.3 



Enrollment 

SO 

107 

14 

12 

0.4 

032.. 

F-S 

Screening 

93 

180 

16 

12 

0.2 



Enrollment 

95 

148 

15 

15 

0.4 

033 

F-S 

Screening 

59 

136 

20 

16 

0.8 



Enrollment 

58 

153 

22 

18 

0.5 

034 

F-S 

Screening 

68 

150 

12 ' 

11 

0.3 



Enrollment 

69 

144 

12 

9 

0.4 

035 

F-S 

Screening 

53 

151 

21 

21 

’ 0.4 



Enrollment 

52 

159 

19 

18 

0.4 


0 Subject Classification: M-NS^Male, Non-Smoker; M-S^Male, Smoker; F-NS= Female. Non-Smoker; F-5=Femalc. Smoker. 
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PM3006630126 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject; Hepatic Status Liver Function Tests 
(Page 4 of 12) 





Alkaline 




Total 

Subject 

Subject 


Phosphatase 

LDH 

AST (SOOT) 

ALT(SGI’T) 

Bilimbin 

Number 

Classification' 

Timepoint 

WH) 

_(U/L) 

(U/L) 

(H/l-3 

fmg/dL) 

036 

M-S 

Screening 

68 

no 

23 

38 

0.8 



Enrollment 

6 ? 

131 

21 

27 

1.0 

037 

M-S 

Screening 

83 

143 

20 

14 

0.5 



Enrollment 

74 

152 

17 

14 

0.5 

038 

M-S 

Screening 

109 

123 

20 

26 

0.3 



Enrollment 

108 

120 

17 

34 

0.4 

039 

M-S 

Screening 

87 

135 

21 

23 

0.5 



Enrollment 

87 

174 

22 

18 

0.5 

040 

M-S 

Screening 

85 

152 

25 

23 

0.4 



Enrollment 

83 

163 

19 

18 

0.5 

041 

M-S 

Screening 

65 

126 

17 

t7 

0.3 



Enrollment 

69 

153 

18 

17 

0.4 

042 

M-S 

Screening 

56 

177 

27 

35 

0.6 



Enrollment 

55 

166 

25 

36 

0.7 

043 

M-S 

Screening 

75 

115 

18 

21 

0.5 



Enrollment 

70 

121 

15 

15 

0.4 

044 

M-S 

Screening 

49 

159 

31 

22 

0.5 



Enrollment 

46 

161 

28 

23 

0.3 

045 

M-S 

Screening 

48 

127 

22 

16 

0.4 



Enrollment 

45 

159 

19 

17 

0.4 

046 

M-S 

Screening 

56 

126 

20 

43 

0.3 



Enrollment 

58 

140 

23 

49 H 

0.4 

047 

M-S 

Screening 

66 

228 

14 

10 

0.5 



Enrollment 

61 

217 

If 

8 

0.5 

a Subject Classification: M-NS- 

: Mafe. Non-Smoker; M-S= 

=Male. Smoker; F-NS- 

Female. Non-Smoker; F-S-Female. Smoker 
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PM3006630127 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing J6.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Alkaline 

Phosphatase 

(U/L) 

LDH 

(U/L) 

AST (SGOT) 

(U/L) 

AI.T(SCtPT) 

(U/L) 

Total 

Bilirubin 

(mg/dL) 

WR 

M-S 

Screening 

67 

85 

26 

42 

0.3 



Enrollment 

65 

97 

27 

48 H 

0.4 

049 

M-S 

Screening 

70 

186 

28 

30 

1.3 H 



Enrollment 

76 

204 

31 

29 

0.5 

050 

M-S 

Screening 

50 

171 

24 

t9 

0.6 



Enrollment 

42 

167 

18 

17 

0.4 

051 

M-S 

Screening 

58 

144 

20 

12 

\ .6 H 



Screening (1J) 

54 

' 158 

17 

10 

0.9 



Enrollment 

65 

!?•! 

23 

18 

2.0 H 

052 

M-S 

Screening 

63 

126 

21 

26 

0.6 



Enrollment 

55 

139 

25 

21 

0.7 

05J 

M-S 

Screening 

58 

156 

21 

16 

0.4 



Enrollment 

59 

168 

20 

17 

0.5 

054 

M-S 

Screening 

67 

157 

19 

20 

1.0 



Enrollment 

59 

141 

23 

24 

0.7 

f>55 

M-S 

Screening 

81 

ISS 

22 

33 

0.5 



Enrollment 

76 

163 

17 

25 

0.5 

056 

M-S 

Screening 

102 

128 

19 

12 

0.4 



Enrollment 

104 

139 

15 

9 

0.4 



Enrollment 

106 

157 

23 

13 

0.2 



(U) 






057 

M-S 

Screening 

26 L 

171 

28 

39 

0.6 



Enrollment 

27 E 

142 

22 

33 

0.4 

058 

M-S 

Screening 

60 

158 

21 

21 

0.9 



Enrollment 

57 

132 

16 

14 

1.0 


J Subject Classification: M-NS-Male, Non-Smoker; M-S=Ma1e. Smoker; F-NS- Female. Non-Smoker. F-S^Female. Smoker. 
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PM3006630128 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Page 6 of! 2) 


Subject 

Number 

Subject 

Classification* 

1 imepoim 

Alkaline 

Phosphatase 

(U/L) 

LDH 

(U/L) 

AST (SOOT) 

(U/Ll 

ALT (SGPT) 

(U/L) 

Total 

Bilirubin 

(mg/du 

059 

M-S 

Screening 

63 

178 

24 

16 

1.1 



Enrollment 

56 

163 

18 

15 

09 

060 

M-S 

Screening 

65 

142 

31 

39 

0.2 



Enrollment 

66 

173 

42 FI 

4.7 

0.3 

061 

M-S 

Screening 

72 

1(6 

20 

27 

0.5 



Enrollment 

66 

114 

22 

22 

0.6 

062 

M-S 

Screening 

105 

159 

28 

53 H 

0.5 



Enrollment 

104 

182 

33 

55 H 

0.5 

063 

M-S 

Screening 

56 

154 

25 

26 

0.3 



Enrollment 

51 

141 

20 

19 

04 

065 

M-S 

Screening 

67 

139 

19 

14 

0.7 



Enrollment 

71 

140 

20 

18 

0.3 

066 

M-S 

Screening 

69 

144 

17 

16 

0.3 



Enrollment 

68 

154 

20 

13 

0.3 

067 

M-S 

Screening 

70 

161 

21 

22 

1.3 H 



Enrollment 

70 

164 

22 

29 

i.i 

068 

M-S 

Screening 

61 

141 

18 

18 

0.5 



Enrollment 

76 

148 

17 

14 

0.4 

069 

M-S 

Screening 

79 

158 

16 

15, 

0.7 



Enrollment 

88 

116 

13 

9 

0.5 

071 

F-NS 

Screening 

152 H 

174 

23 

25 

0.5 



Enrollment 

124 H 

185 

19 

23 

0.3 

072 

r-NS 

Screening 

68 

171 

22 

18 

a a 



Enrollment 

58 

178 

19 

13 

0.3 

Subject Classi Station. M-NS=Male. 

, Non-Smoker; M-S- 

-Male, Smoker, F-NS= 

Female, Non-Smoker; F-S-Female. Smoker. 

. . - 

.. 

— 
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PM3006630129 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Suhjcct: Hepatic Status Liver Function Tests 
‘(Page 7 of! 2) 


Alkaline Total 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Phosphatase 

(U/I.) 

LDH 

(U/L) 

AST (SOOT) 
(U/L) 


ALT (SGPT) 

(U/L) 

Bilirubin 

(mc/dL) 

073 

F-NS 

Screening 

67 

148 

17 


12 

0.5 



Enrollment 

66 

152 

18 


12 

0.7 

074 

F-NS 

Screening 

59 

144 

26 


25 

0.7 



Enrollment 

49 

146 

21 


16 

0.4 

075 

F-NS 

Screening 

6.1 

188 

15 


16 

U.4 



Enrollment 

72 

166 

17 


13 

<0.2 L 

07S 

F-NS 

Screening 

54 

128 

14 


15 

0.9 



Enrollment 

47 

142 

14 


18 

0.5 

077 

F-NS 

Screening 

58 

125 

14 


15 

0.3 



Enrollment 

51 

M0 

12 


II 

0.3 

078 

F-NS 

Screening 

88 

145 

IS 


14 

0.3 



Enrollment 

87 

125 

16 


14 

0.4 

079 

F-NS 

Screening 

61 

101 

13 


10 

0.6 



Enrollment 

63 

106 

14 


8 

0.5 

080 

F-NS 

Screening 

71 

176 

16 


16 

0.2 



Enrollment 

67 

182 

[4 


11 

0.3 

081 

F-NS 

Screening 

34 

156 

23 


13 

0.4 



Enrollment 

32 

151 

21 


14 

0.5 

082 

F-NS 

Screening 

59 

146 

23 


15 

0.5 



Enrollment 

45 

180 

14 


12 

0.5 

083 

F-NS 

Screening 

58 

184 

26 


24 

1.1 



Enrollment 

57 

159 

20 


17 

1.3 H 

084 

F-NS 

Screening 

72 

177 

24 


16 

ft.fi 



Enrollment 

64 

197 

22 


16 

0.5 


3 Subject Classification: M-NS^Male, Non-Smoker: M-S=Male. Smoker: F-NS~ Female. Non-Smoker: F-S=Fcmalc. Smoker 
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PM3006630130 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Pane 8 of 12) 


Subject 

Number 

Subject 

Classification 11 

Timepoint 

Alkaline 

Phosphatase 

<U/L> 

LDH 

(ll/L) 

AST (SOOT) 
tun.) 

ALT (SGPT) 

(U/'T 


Total 

Rilinibin 

fmg/dL) 

085 

F-NS 

Screening 

4i 

133 

16 

15 


0.4 



Fnrollmerit 

48 

146 

16 

16 


0.4 

086 

F-NS 

Screening 

39 

132 

18 

16 


0.3 

, 


Enrollment 

45 

150 

21 

21 


0.3 

087 

F-NS 

Screening 

60 

160 

30 

36 H 


0.4 



Enrollment 

66 

183 

34 

39 II 


0.3 

08S 

F-NS 

Screen ins 

53 

150 

23 

26 


0.4 



Enrollment 

50 

129 

23 

25 


0.4 

085 

F-NS 

Screening 

58 

152 

21 

1 1 


0.3 



Enrollment 

51 

131 

16 

8 


0.3 

090 

F-NS 

Screening 

69 

214 

20 

19 


0.5 



Enrollment 

69 

209 

17 

20 


0.7 

091 

F-NS 

Screening 

58 

185 

2r 

15 


0.4 



enrollment 

61 

179 

18 

15 


0.4 

092 

F-NS 

Screening 

47 

143 

19 

17 


0.3 



Enrollment 

52 

136 

i* 

19 


0.3 

093 

F-NS 

Screening 

61 

164 

34 

38 H 


0.2 



Enrollment 

60 

154 

21 

17 


0.3 

094 

F-NS 

Screening 

57 

162 

20 

19 


0.5 



Enrollment 

<i 

160 

18 

17 


OR 

095 

F-NS 

Screening 

52 

134 

21 

20 


0.3 



Enrollment 

52 

136 

20 

20 


04 

096 

F-NS 

Screening 

60 

144 

22 

13 


0.7 



Enrollment 

63 

158 

22 

15 


1.0 

* Subject Classification: M-NS= 

Male. Non-Smoker; M-S=Malc, 

Smoker; F-NS= 

Female, Non-Smoker; F-S= Female. Smoker 
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PM3006630131 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing lfi.5-23 

Chemistry Laboratory Data by Subject - . Hepatic Status Liver Function Tests 
(Page 9 of 12) 


Subject 

Number 

Subject 

Classification" 

Timcpoint 

Alkaline 

Phosphatase 

(U/L) 

LDH 

(U/U 

AST (SOOT) 

OJ/I.) 

ALT (SGPT) 

(U/L) 

Total 

Bilirubin 

(mp/dL) 

097 

t-ns 

Screening 

54 

194 

19 

23 

0.3 



Enrollment 

58 

166 

14 

19 

0.5 

098 

F-NS 

Screening 

42 

200 

29 

25 

0.8 



Enrollment 

45 

200 

22 

21 

0.5 

099 

F-NS 

Screening 

41 

131 

20 

25 

0.3 



Enrollment 

44 

122 

16 

19 

0.4 

100 

F-NS 

Screening 

35 

152 

26 

14 

0.6 



Enrollment 

37 

137 

20 

1 1 

0.4 

1UI 

F-NS 

Screening 

61 

134 

23 

22 

0.5 



Enrollment 

55 

136 

20 

18 

0.3 

102 

F-NS 

Screening 

77 

207 

24 

24 

0.6 



Enrollment 

K 

197 

34 

50 H 

0.5 

103 

F-NS 

Screening 

46 

132 

17 

17 

0.3 



Enrollment 

50 

135 

1? 

15 

0.3 

104 

M-NS 

Screening 

29 L 

123 

25 

22 

O.S 



Enrollment 

26 1. 

135 

26 

28 

0.8 

105 

M-NS 

Screening 

35 

151 

26 

25 

0.7 



Enrollment 

38 

140 

19 

18 

0.5 

106 

M-NS 

Screening 

72 

154 

23 

16 

0.4 



Enrollment 

73 

182 

24 

17 

0.4 

107 

M-NS 

Screening 

89 

181 

39 II 

34 

0.5 



Enrollment 

91 

171 

30 

19 

0.5 

108 

M-NS 

Screening 

58 

167 

25 

23 

0.3 



Enrollment 

61 

138 

22 

to 

0.5 


1 Subject Classification: M-NS=Male. Non-Smoker; M-S-=Male, Smoker; 1 : -NS= Female. Non-Smoker: F-S-Female. Smoker. 
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PM3006630132 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject Hepatic Status Liver Function Tests 
(Page 10 of 12) 


Subject 

Number 

Subject 

Classification 1 

Tiincpomt 

Alkaline 

Phosphatase 

LDH 

(U'L) _ 

AST (SCOT) 

ALT (SCPT) 
(U/L) 

Total 

nilimbin 

(mgAll) 

109 

M-NS 

Screening 

55 

166 

24 

41 

0.8 



Enrollment 

57 

194 - 

23 

40 

0.4 

110 

M-NS 

Screening 

71 

143 

29 

38 

0.4 



Errol fment 

70 

148 

25 

30 

0.6 

111 

M-NS 

Screening 

52 

138 

23 

29 

0.7 



Enrollment 

52 

129 

20 

26 

0.7 

112 

M-NS 

Screening 

51 

133 

18 

16 

0.4 



Enrollment 

53 

135 

18 

14 

0.6 

113 

M-NS 

Screening 

61 

127 

19 

17 

0.4 



Enrollment 

69 

133 

19 

20 

0.3 

114 

M-NS 

Screening 

77 

157 

22 

15 

1.0 



Enrollment . 

70 

169 

22 

16 

0.9 

115 

M-NS 

Screening 

95 

267 H 

37 H 

38 

0.5 



Enrollment 

84 

246 H 

33 

31 

0.5 

116 

M-NS 

Screening 

74 

156 

28 

40 

0.5 



Enrollment 

68 

125 

25 

32 

0.8 

117 

M-NS 

Screening 

52 

179 

24 

27 

0.5 



Enrollment 

46 

177 

24 

25 

0.6 

lift 

M-NS 

Screening 

53 

135 

24 

23 

'-0.2 L 



Enrollment 

52 

138 

20 

16 

0.2 

119 

M-NS 

Screening 

42 

140 

21 

58 H 

0.6 



Enrollment 

45 

147 

19 

38 

0.6 

120 

M-NS 

Screening 

64 

203 

46 11 

40 

0.5 



Enrollment 

69 

198 

2? 

21 

0.R 

Subject Classification; M-NS= 

Male, Non-Smoker; M-S= 

=Male. Smoker; F-NS= 

Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006630133 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-23 

Chemistry Laboratory Data by Subject: 1 lepatic Status Liver function Tests 
(Page 11 of 12) 


Subject 

Number 

Subject 

Classification* 

iimepoint 

Alkaline 

Phosphatase 

(U/L) 

LDH 

1U/L) 

AST (SCOT) 

('ILL 

ALT (SGPT) 

(IJ.'l.) 

Total 

Bilirubin 

(mg/dl.) 

121 

M-NS 

Screening 

76 

168 

28 

13 

0.5 



Enrollment 

79 

166 

25 

19 

0.2 

122 

M-NS 

Screening 

65 

132 

17 

13 

0.5 



Enrollment 

59 

121 

14 

H 

0.4 

123 

M-NS 

Screening 

54 

195 

29 

21 

06 



Enrollment 

56 

191 

30 

18 

0.9 

124 

M-NS 

Screening 

67 

129 

18 

ii 

0.9 



Enrollment 

60 

147 

18 

13 

0.7 

125 

M-NS 

Screening 

86 

229 

26 

41 

0.6 



Enrollment 

91 

216 

21 

36 

0.7 

126 

M-NS 

Screening 

55 

124 

16 

15 

0.5 



Enrollment 

55 

141 

19 

18 

1.0 

127 

M-NS 

Screening 

86 

124 

29 

26 

0.5 



Enrollment 

82 

140 

32 

28 

0.5 

128 

M-NS 

Screening 

68 

122 

19 

17 

0.8 



Enrollment 

64 

134 

21 

14 

0.7 

129 

M-NS 

Screening 

96 

151 

21 

18 

0.6 



Enrollment 

93 

139 

20 

13 

0.4 

130 

M-NS 

Screening 

61 

146 

23 

26 

1.1 



Enrollment 

54 

133 

20 

18 

0.9 

121 

M-NS 

Screening 

53 

145 

27 

30 

0.9 



Enrollment 

53 

130 

23 

23 

0.9 

132 

M-NS 

Screening 

74 

178 

23 

23 

0.7 



Enrollment 

74 

181 

25 

19 

0.7 

3 Subject Class ideation: M-NS= 

Male. Non-Smoker: M-S= 

=Male. Smoker: F-NS- 

Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006630134 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


listing 16.5-23 

Chemistry Laboratory Data by Subject: Hepatic Status Liver Function Tests 
(Pace 12 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Alkaline 

Phosphatase 

(U/T) 

LDH 
_ MW 

AST (SGOT) 

(U6L> 

Al.T(SGPT) 

(U/L) 

Total 

Bilirubin 

(mg/dL) 

13? 

M-NS 

Screening 

76 

132 

24 

13 

0.7 



Enrollment 

82 

111 

22 

12 

0.5 

134 

M-NS 

Screening 

56 

93 

18 

12 

0.6 



Enrollment 

70 

115 

22 

14 

0.5 

135 

M-NS 

Screening 

59 

160 

23 

20 

0.5 



Enrollment 

60 

151 

17 

12 

0.7 

500 

F-N'S 

Screening 

70 

129 

19 

17 

0.4 



Enrollment 

67 

126 

17 

16 

0.2 

501 

F-NS 

Screening 

44 

153 

27 

13 

0.7 



Enrollment 

50 

161 

21 

13 

0.5 

502 

F-S 

Screening 

49 

119 

15 

11 

0.5 



Enrollment 

55 

123 

17 

11 

0.7 

503 

F-S 

Screening 

45 

148 

21 

12 

0.2 



Enrollment 

52 

134 

20 

11 

0.3 

504 

F-S 

Screening 

79 

140 

15 

18 

0.3 



Enrollment 

80 

135 

14 

10 

0.3 

505 

F-NS 

Screening 

68 

155 

20 

1R 

0.7 



Enrollment 

75 

no 

22 

16 

0.7 

506 

F-S 

Screening 

53 

164 

18 

17 

0.5 



Enrollment 

50 

158 

18 

15 

0.5 

Subject Classification: M-NS - 

: Male, Non-Smoker; M-S- 

Male. Smoker; F-NS= 

: Female, Non-Smoker; F-S—Female. Smoker. 
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PM3006630135 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 1 of 12) 


Subject 

Number 

Subject 

Classificaiton 3 

Timepoint 

BUN 

(me/dU 

Creatinine 

(mg/dl.) 


Uric Acid 
ftng/dL) 

001 

F-S 

Screening 

9 

0.7 


6.8 



Enrollment 

9 

0.7 


7 3 H 

002 

F-S 

Screening 

12 

0.5 


4 R 



Enrollment 

ii 

0.6 


4.1 

003 

F-S 

Screening 

10 

0.7 


4.5 



Enrollment 

H) 

0.8 


4.4 

004 

F S 

Screening 

19 

0.8 


3.5 



Enrollment 

14 

0.8 


1.9 

005 

F-S 

Screening 

12 

0.9 


5.4 



Enrollment 

10 

0.8 


4.5 

006 

F-S 

Screening 

14 

0.6 


3.5 



Enrollment 

13 

0.7 


4.0 

007 

F-S 

Screening 

12 

0.7 


3.9 



Enrollment 

13 

0.6 


3.6 

008 

F-S 

Screening 

12 

0.7 


5.1 



Enrollment 

8 

0.7 


3. a 

009 

F-S 

Screening 

IS 

0.7 


4.4 



Enrollment 

22 

0.8 


5 1 

010 

F-S 

Screening 

II 

O.fi 


4.5 



Enrollment 

M 

0.6 


4.7 

mi 

F-S 

Screening 

14 

0.7 


37 



Enrollment 

6 

0.7 


4.8 

012 

F-S 

Screening 

10 

0.6 


3.2 



Enrollment 

14 

0.7 


3.5 

Subject Classification: M-NS^ 

-Male. Non-Smoker; M-$~Male, Smoker; F-NS^ 

Female, Non-Smoker; F-S^Fcmale. Smoker. 
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PM3006630136 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 2 of 12) 


Subject 

Number 

Subject 

Classification" 

Timcpomt 

BUN 

(ms/dL) 

Creatinine 

(mg/dL) 

Uric Acid 
(mg/dL) 

on 

F-S 

Screening 

11 

0.8 

3.3 



Enrollment 

12 

0.7 

3.6 

014 

F-S 

Screening 

12 

0.8 

3.6 



Screening (R) 

11 

0.9 

3.9 



Enrollment 

11 

0.8 

4.1 

015 

F-S 

Screening 

11 

0.7 

3.9 



Enrollment 

12 

0.7 

4.5 

016 

F-S 

Soeening 

11 

0.7 

4.5 



Enrollment 

8 

0.6 

4.0 

017 

F-S 

Screening 

15 

0.8 

4.6 



Enrollment 

11 

0.9 

3.8 

018 

F-S 

Screening 

8 

0.7 

4.6 



Enrolment 

9 

0.7 

4.2 

019 

F-S 

Screening 

11 

08 

4.6 



Enrollment 

10 

0.7 

4.5 

020 

F-S 

Screening 

5 

0.7 

4.0 



Enrollment 

8 

0.6 

4.5 

021 

F-S 

Screening 

8 

0.6 

4.7 



Enrollment 

9 

0.7 

5.6 

022 

F-S 

Screening 

14 

0.7 

4.8 



Enrollment 

13 

0.7 

4.4 

023 

F-S 

Screening 

23 

0.7 

2.6 



Enrollment 

17. 

0.5 

2.3 

024 

F-S 

Screening 

12 

0.7 

4.7 



Enrollment 

10 

0.7 

4.8 

Subject Classification: M-NS= 

r Ma1e. Non-Smoker M-$=Ma1c. Smoker: F-NS^ 

Female. Non-Smoker: F-S~Fcmak\ Smoker. 
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PM3006630137 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 3 of!2) 


Subject 

Subject 


BUN 

Creatinine 

Uric Acid 

Number 

Classification" 

Timepoint 

_(nifi/tiU 

(ntfi/dL) 

tmg/dL) 

025 

F-S 

Screening 

15 

0.9 

5.2 



Enrollment 

16 

0.9 

6.2 

026 

F-S 

Screening 

17 

0.9 

4.9 



Enrollment 

19 

0.8 

4.4 

027 

F-S 

Screening 

9 

0.6 

3.9 



Enrollment 

12 

0.5 

3.8 

028 

F-S 

Screening 

13 

O.R 

4.8 



Enrollment 

9 

0.7 

3.6 

02V 

F-S 

Screening 

9 

0.7 

4.7 



Enrollment 

8 

0.6 

4.8 

030 

F-S 

Screening 

12 

0.7 

5.4 



Enrollment 

10 

0.5 

5.1 

031 

F-S 

Screening 

0 

0.0 

3.7 



Enrollment 

10 

0.6 

4.5 

032 

F-S 

Screening 

11 

0.7 

4.6 



Enrollment 

1 1 

07 

49 

033 

F-S 

Screening 

to 

0.7 

5.4 



Enrollment 

9 

0.7 

6.2 

034 

F-S 

Screening 

15 

0.6 

3.1 



Enrollment 

15 

0 7 

4.1 

035 

F-S 

Screening 

n 

0.7 

5.0 



Enrollment 

10 

0.6 

4,6 

036 

M-S 

Screening 

15 

1.0 

6.3 



Enrollment 

15 

1.0 

5.8 


n Subject Clas5??fication: M-NS-Malc. Non-Smoker; M-S—Male. Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630138 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Dnto by Subject: Renal Status Serum Metabolites 
(Page 4 of H> 


Subject 

Number 

Subject 

Classification 11 

Timepoint 

BUN 

(mg/dL) 

Creatinine 

(mg/dL) 

Uric Acid 
(mg/dL) 

037 

M-S 

Screening 

11 

0.9 

4.6 



Enrollment 

11 

0.8 

4.8 

038 

M-S 

Screening 

15 

1.0 

5.4 



Enrollment 

18 

1.0 

4.7 

039 

M-S 

Screening 

18 

0.8 

7.2 



Enrollment 

18 

0.9 

7.5 

040 

M-S 

Screening 

n 

09 

7.2 



Enrollment 

17 

1.0 

7.3 

04! 

M-S 

Screening 

15 

0.9 

4.2 



Enrollment 

12 

n.9 

4.8 

042 

M-S 

Screening 

11 

LI 

6.0 



Enrollment 

13 

1.1 

7.1 

043 

M-S 

Screening 

8 

i.i 

7.4 



Enrollment 

8 

1.1 

7.6 

044 

M'S 

Screening 

26 II 

1.2 

4.8 



Enrollment 

19 

1.1 

4.1 

045 

M-S 

Screening 

12 

0.8 

so 



Enrollment 

15 

0.8 

6.5 

040 

M-S 

Screening 

19 

0.9 

6.1 



Enrollment 

12 

1.0 

8.0 

047 

M-S 

Screening 

8 

M 

6.7 



Enrollment 

12 

1.2 

7.5 

048 

M-S 

Screening 

22 

0.9 

5.0 



Enrollment 

24 

1.0 

5.2 

Subject Classification: M-NS - 

Male. Non-Smoker M-S=Milc. Smoker: F-NS= 

Female. Non-Smoker: F-S=Fcma1e. Smoker. 





Draft !: 24 July 2002 


Page 14791 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 





PM3006630139 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 5 off 2) 


Subject 

Number 

Subject 

Classification* 

Timepoinl 

BUN 

(mg/dL) 

Creatinine 

(mg/dL) 


Uric Acid 
(mg/dL') 

049 

M-S 

Screening 

' 11 

0.8 


4.4 



Enrollment 

18 

0.8 


4.6 

050 

M-S 

Screening 

14 

1.0 


4.5 



Enrollment 

12 

0.9 


4.0 

051 

M-S 

Screening 

17 

OR 


4.6 



Screening (U) 

16 

0.8 


4.1 



Enrollment 

14 

0.8 


5.3 

052 

M-S 

Screening 

15 

1.0 


6.7 



Enrollment 

18 

1.0 


7.8 

053 

M-S 

Screening 

10 

0.6 


3.4 



Enrollment 

15 

0.5 


4.0 

054 

M-S 

Screening 

10 

1.0 


5.1 



Enrollment 

11 

0.9 


4.5 

055 

M-S 

Screening 

15 

0.8 


5.6 



Enrollment 

19 

0.9 


5.6 

056 

M-S 

Screening 

13 

0.8 


3.6 



Enrollment 

19 

0.9 


3.8 



Enrollment (U) 

14 

0.9 


4.3 

057 

M-S 

Screening 

15 

0.9 


7.3 



Enrollment 

19 

0.9 


8.1 

058 

M-S 

Screening 

10 * 

0.8 


6.2 



Enrollment 

9 

0.8 


6.0 

059 

M-S 

Screening 

14 

0.8 


6.0 



Enrollment 

14 

0.9 


5.4 

060 

M-S 

Screening 

11 

0.9 


7.0 



Enrol Iment 

16 

10 


8.0 

a Subject Classification: M-NS - 

Male, Non-Smoker, M-S^Male, Smoker; F-NS= 

Female. Non-Smoker; F-S^Femalc. Smoker. 
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PM3006630140 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 6 of 12} 


Subject 

Number 

Subject 

Classification'' 

Time point 

BUN 

Img/di.) 

Creatinine 

Uric Acid 
(mg/dL) 

061 

M-S 

Screening 

13 

1.0 

6.4 



Enrol Imenl 

18 

1.0 

6.0 

062 

M-S 

Screening 

12 

0.8 

7.6 



Enrollment 

10 

0.9 

8.2 

063 

M-S 

Screeping 

17 

1.1 

6.5 



Enroll mem 

13 

1.0 

6.3 

065 

M-S 

Screening 

11 

09 

7 3 



Enrollment 

12 

0.9 

7.3 

066 

M-S 

Screening 

IQ 

0:9 

4.3 



Enrollment 

13 

0.9 

4.7 

067 

M-S 

Screening 

15 

1.0 

4.5 



Enrollment 

14 

1.0 . 

4.5 

068 

M-S 

Screening 

10 

0.7 

4.2 



Enrollment 

7 

0.8 

4.1 

069 

M-S 

Screening 

9 

LI 

6.4 



Enrollment 

19 

1.0 

6.2 

071 

F-NS 

Screening 

9 

06 

4.1 



Enrollment 

10 

0.7 

4.0 

072 

r-NS 

Screening 

9 

0.8 

3.9 



Enrollment 

9 

0.8 

4.4 

073 

F-NS 

Screening 

10 

0.8 

4.4 



Enrollment 

1! 

0.7 

3.8 

074 

F-NS 

Screening 

17 

1.1 

4.9 



Enrollment 

It 

1.0 

4.1 


* Subject Classification: M-NS~Ma1c. Non-Smoker: M-S-Male. Smoker: F-NS= Female. Non-Smoker: F*S=Female. Smoker. 
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PM3006630141 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 7 nf 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

BUN 

(mn/dL) 

Creatinine 

(mg/df.) 

Uric Acid 
(mg/dl.) 

075 

F-NS 

Screening 

to 

0.8 

3.8 



Enrollment 

8 

0.8 

3.5 

076 

F-NS 

Screening 

12 

OR 

49 



Enrollment 

8 

0.7 

4.5 

077 

F-NS 

Screening 

18 

0.8 

3.9 



Enrollment 

16 

0.9 

4.4 

078 

F-NS 

Screening 

13 

08 

4.3 



Enrollment 

10 

08 

3 6 

079 

F-NS 

Screening 

19 

0.6 

.3.1 



Enrollment 

12 

0.6 

2.2 

080 

F-NS 

Screening 

10 

0.6 

4.7 



Enrollment 

10 

0.8 

4.9 

081 

F-NS 

Screening 

18 

0.8 

3.4 



Enrollment 

19 

0.7 

3.5 

082 

F-NS 

Screening 

20 

0.7 

4.1 



Enrollment 

15 

0.7 

.3.6 

083 

F-NS 

Screening 

17 

0.7 

2.9 



Enrollment 

12 

0.6 

2.8 

084 

F-NS 

Screening 

11 

1.0 

4.5 



Enrollment 

14 

0.8 

5.3 

085 

F-NS 

Screening 

! 1 

0.7 

4.6 



Enrollment 

15 

0.7 

4.8 

086 

I'-NS 

Screening 

16 

0.7 

4.0 



Enrollment 

16 

0.7 

4.5 


4 Subject Classification: M-NS-Male, Non-Smoker; M-$=Male. Smoker; F-NS= Female. Non-Smoker; F-S= Female. Smoker. 
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PM3006630142 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 



- 


Chemistry Laboratory Data by Subject: Renal Status Serum Metabolites 
(Page 8 oft 2) 


Subject 

Subject 


BUN 

Creatinine 

Uric Acre! 

Number 

Classification 1 * 

Timepoint 

[mg/dL) 

(mg/dL) 

___(mg/dU_ 

087 

F-NS 

Screening 

15 

0.7 

3.7 



Enrollment 

16 

0.7 

4.1 

088 

F-NS 

Screening 

18 

0.6 

2.9 



Enrollment 

12 

0.7 

3.2 

089 

F-NS 

Screening 

12 

0.7 

3.6 



Enrollment 

10 

0.7 

3.9 

090 

F-NS 

Screening 

n 

0,8 

4.3 



Enrollment 

16 

0.Q 

4.0 

09! 

F-NS 

Screening 

21 

0:8 

5.6 



Enrollment 

17 

0.8 

5.5 

092 

F-NS 

Screening 

15 

0.8 

3.7 



Enrollment 

12 

0.8 

3.5 

093 

F-NS 

Screening 

11 

0.7 

3.7 



Enrollment 

7 

0.6 

3.8 

094 

F-NS 

Screening 

1.7 

0.7 

4.1 



Enrollment 

II 

0,7 

4.2 

095 

F-NS 

Screening 

13 

0.8 

5.0 



Enrollment 

15 

G.8 

5.8 

096 

F-NS 

Screening 

12 

0.8 

4.4 



Enrollment 

15 

0.6 

3.6 

097 

F-NS 

Screening 

14 

0.7 

5.4 



Enrollment 

14 

0.7 

4.8 

098 

F-NS 

Screening 

12 

0.8 

2.5 



Enrollment 

14 

0.7 

2.1 


3 Subject Classffication: M-NS-Male. Non-Smoker; M-S“Male, Smoker; F-NS” Female. Non-Smoker; F-S=Fcmale, Smoker. 
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PM3006630143 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 





Chemistry Laboratory Data by Subject: Renal Status Scrum Metabolites 
(Page 9 of 12) 


Subjfct 

Subject 


mm 


Creatinine 

Uric Acid 

Number 

Classification'’ 

TimeDoint 

(mc/dU 


(mft/dl.) 

(ntR/dL) 

099 

F-NvS 

Screening 

14 


0.8 

6.5 



Enrollment 

17 


0.8 

5.3 

ion 

F-NS 

Screening 

10 


Of) 

3.0 



Enrollment 

11 


0.8 

2.1 

101 

F-NS 

Screening 

II 


0.8 

6.0 



Enrollment 

8 


0.7 

5.9 

102 

F-NS 

Screening 

13 


0.8 

3.6 



Enrollment 

11 


0.R 

3.8 

103 

F-NS 

Screening 

!7 


i.O 

4.5 



Enrollment 

21 


0.9 

3.9 

104 

M-NS 

Screening 

21 


1.0 

8 6 H 



Enrollment 

20 


1.1 

7.9 

105 

M-NS 

Screening 

12 


0.9 

3.4 



Enrollment 

14 


0.9 

3.4 

106 

M-NS 

Screening 

12 


0.9 

6.2 



Enrollment 

11 


1.1 

7.0 

107 

M-NS 

Screening 

21 


1.1 

7.5 



Enrollment 

20 


' 1.2 

6.8 

ioa 

M-NS 

Screening 

13 


1.2 

5.6 



Enrollment 

12 


l.l 

5.6 

100 

M-NS 

Screening 

20 - 


1.0 

8.0 



Enrollment 

IS 


0,9 

8.3 H 

1 to 

M-NS 

Screening 

17 


1.0 

6.2 



Enrollment 

14 


1.0 

6.3 


* Subject Classification: M-NS=Male, Non-Smoker: M-S=Male. Smoker: F-NS= Female. Non-Smoker: F-S-Female. Smoker. 
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PM3006630144 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Sennit Metabolites 
(Page 10 oH 2) 


Subject 

Subject 


BUN 

Creatinine 

Uric Acid 

Number 

Classification* 

Trmepoint 

(nig/dL) 

(mg/dL) 

(mg/dU 

Ilf 

M-NS 

Screening 

16 

i.i 

7.6 



Enrollment 

17 

1.0 

7.7 

112 

M-NS 

Screening 

16 

0.9 

4.8 



Enrollment 

IS 

1.1 

5.9 

113 

M-NS 

Screening 

13 

0.8 

3.7 



Enrollment 

20 

0.9 

4.5 

114 

M-NS 

Screening 

9 

1.3 H 

5.3 



Enrollment 

8 

1.2 

6.6 

115 

M-NS 

Screening 

12 

0.8 

4.3 



Enrollment 

18 

0.8 

4.7 

116 

M-NS 

Screening 

19 

LI 

8.6 H 



Enrollment 

IR 

09 

5.9 

117 

M-NS 

Screening 

22 

0.9 

5.0 



Enrollment 

21) 

1.0 

6.2 

118 

M-NS 

Screening 

14 

0.8 

5.3 



Enrollment 

1 1 

0.8 

6.1 

119 

M-NS 

Screening 

16 

I.I 

8.2 



Enrollment 

14 

0.9 

6.6 

120 

M-NS 

Screening 

22 

1.0 

6.0 



Enrollment 

27 H 

0.9 

6.8 

121 

M-NS 

Screening 

n 

1.1 

4.7 



Enrolimenl 

14 

I.I 

4.9 

122 

M-NS 

Screening 

I 1 

0.8 

5.6 



Enrollment 

!5 

0.8 

6.1 

8 Subject Classification: M-NS-M»!e. 

Non-Smoter: M-S—Male, Smoker: P-NS= 

Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006630145 


RSR w 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 



Listing 16.5-24 

Chemistry Laboratory Data by Subject: Renal Status Scrum Metabolites 
(Page H of 12) 


Subject 

Number 

Subject 

Classification" 

Timepoint 


DUN 

(mg/dL) 

Creatinine 

(mg/dL) 

Uric Acid 
(mg/dL) 

123 

M-NS 

Screening 


19 

l.t 

3 8 



Enrollment 


19 

1.1 

4.3 

124 

M-NS 

Screening 


15 

1.2 

6.1 



Enrollment 


15 

1.1 

6.6 

125 

M-NS 

Screening 


26 H 

U) 

6.9 



Emulfmeul 


23 

0.8 

6.6 

126 

M-NS 

Screening 


14 

0.8 

4.4 



Enrollment 


16 

0.8 

4.9 

12? 

M-NS 

Screening 


u 

i.i 

5.7 



Enrollment 


14 

1.0 

5.6 

128 

M-NS 

Screening 


16 

i.i 

7.1 



Enrollment 


15 

o.o 

6.5 

129 

M-NS 

Screening 


14 

0.9 

4.7 



Enrollment 


17 

0.9 

3.8 

130 

M-NS 

Screening 


15 

1.0 

5.0 



Enrollment 


16 

1.0 

5.2 

131 

M-NS 

Screening 


13 

1.0 

5.2 



Enrollment 


14 

0.9 

5.3 

132 

M-NS 

Screening 


17 

0.9 

5.9 



Enrollment 


14 

o.s 

5.7 

133 

M-NS 

Screening 

' 

9 

0.9 

6.2 



Enroll merit 


II 

0.9 

5.9 

134 

M-NS 

Screening 


9 

0.7 

4.3 



Enrollment 


9 

0.8 

5.6 


3 Subject Classification: M-NS=Male. Non-Smoker: M-S^Male. Smoker; F-NS= Female. Non-Smoker: F-S^Eemale. Smoker. 
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PM3006630146 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 





Listing 16.5-24 





Chemistry Laboratory Data by Subject. Renal Status Serum Metabolites 
(Page 12 of 12) 


Subject 

Number 

Subject 

Classification 3 

Ttmepoint 

BUN 

_(tng/dL)___ _ 


Creatinine 

(mc/dL) 

Uric Acid 

_____(mg/dp_ 

05 

M-NS 

Screening 

13 


0.9 

3.9 



Enrollment 

12 


0.8 

3.2 

500 

F-NS 

Screening 

13 


0.9 

5.9 



Enrollment 

10 


0.9 

6.2 

501 

F-NS 

Screening 

11 


0.7 

4.9 



Enrollment 

tl 


0.7 

3.3 

502 

F-S 

Screening 

n 


0 7 

4.8 



Enrollment 

11 


0.8 

4.6 

503 

F-S 

Screening 

10 


0,7 

2.7 



Enrollment 

9 


0.7 

3.1 

504 

F-S 

Screening 

10 


0.6 

3.8 



Enrollment 

13 


06 

3.8 

505 

F-NS 

Screening 

14 


0.8 

3.8 



Enrollment 

17 


0.8 

4.4 

506 

F-S 

Screening 

10 


0.6 

4.5 



Enrollment 

1! 


0.6 

4.3 


a Subject Classification; M-NS^Mak, Non-Smoker: M-S=Malc. Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630147 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data hy Subject: Sc rum Electrolytes 
(Page I of 12) 


Subject 

Subject 


Calcium 

Chloride 

Iron 


Phosphoms 

Potassium 

Sodium 

Number 

Classification* 

Timepoint 

(me/dLl 

(mEq/L) 

(nc'dl.'i 


(ntR/dl ) 

(mFq/Li 

(niF.ci/Lj 

001 

F-S 

Screening 

9.6 

106 

81 


3.3 

4.7 

142 

/ 


Enrollment 

9.2 

105 

64 


3.4 

4.5 

141 

002 

F-S 

Screening 

9.1 

108 

27 L 


3.4 

4.3 

142 



Enrollment 

9.9 

105 

22 L 


3.2 

5.0 

141 

002 

F-S 

Screening 

9.7 

105 

66 


3.6 

3.9 

141 



Enrollment 

9.1) 

111) 

51 


3.8 

4.1 

143 

004 

F-S 

Screening 

9.8 

106 

86 


4.5 

4.7 

144 



Enrollment 

9.1 

105 

22 L 


3.9 

4.1 

\ Ml 

005 

F-S 

Screening 

10:3 

ill 

90 


2.7 

3.8 

( 147 



Enrollment 

97 

109 

51 


3.3 

4.5 

145 

006 

r-s 

Screening 

9.7 

102 

51 


3.9 

4.3 

138 



Enrollment 

9.8 

104 

207 H 


4.0 

4.7 

140 

007 

F-S 

Screening 

9.6 

105 

112 


3.8 

4.0 

140 



Enrollment 

9.5 

108 

M2 


3.5 

4.3 

143 

008 

F-S 

Screening 

9.6 

107 

80 


3.7 

3.7 

14? 



Enrollment 

9.2 

109 

65 


3.0 

4.3 

142 

009 

F-S 

■ Screening 

10.0 

105 

49 


4.1 

47 

142 



Enrollment 

9.8 

106 

48 


4.0 

4.4 

141 

(110 

h-S 

Screening 

9.7 

105 

91 


4.4 

4.7 

143 



EmuJlmenl 

9.9 

107 

254 II 


3.3 

4.4 

141 

Oil 

F-S 

Screening 

9 0 

109 

85 


3.5 

4.7 

142 



Enrollment 

9.1 

108 

81 


|g 

be 

4.7 

143 

012 

F-S 

Screening 

93 

108 

30 


3.5 

4.1 

142 



Enrollment 

9.6 

1 10 

58 


3.4 

4.5 

143 

" Subject Classification: M-NS= 

-Male. Non-Smoker: M-S= 

-Male, Smoker: F-NR- 

Female. Non-Smoker; F-S^Female. Smoker. 
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PM3006630148 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page 2 of 12) 


Subject 

Subject 


Calcium 

Chloride 

Iron 

Phosphorus 

Potassium 

Sodium 

Number 

Classification 3 

Time point 

_(.m£/dL> 

(mEq/L) 

(Mt.H'i) 

Onf/dU 

(mF.q/1.) 

ImFq/U 

013 

F-S 

Screening 

9.9 

(04 

63 

3.8 

4.0 

142 



Enrollment 

9.3 

107 

105 

3.2 

4.3 

143 

014 

F-S 

Screening 

' 9.4 

106 

161 11 

Hemolysis 

Hemolysis 

138 



Screening (K) 

9.5 

107 


3.1 

4.5 

141 



Enrollment 

9.3 

108 

91 

3.2 

4,8 

142 

015 

F-S 

Screening 

9.7 

108 

48 

4.1 

4.9 

143 



Enrollment 

9.5 

107 

57 

4.3 

4.3 

141 

016 

F-S 

Screening 

9.9 

106 

91 

3.7 

4.1 

142 



Enrollment 

9.6 

107 

48 

3.3 

4.2 

142 

017 

F-S 

Screening 

9.7 

105 

162 H 

3.7 

4.4 

142 



Enrollment 

9.5 

107 

79 

2.7 

4.2 

141 

018 

F-S 

Screening 

9.6 

106 

68 

4.2 

4.2 

14! 



Enrollment 

9.7 

106 

112 

3.5 

4.1 

139 

019 

F-S 

Screening 

9.3 

106 

73 

2.9 

4.3 

141 



Enrollment 

9.4 

no 

75 

3.0 

4.3 

143 

020 

F-S 

Screening 

9.4 

106 

79 

4.1 

4.1 

143 



Enrollment 

96 

111 

137 

3.5 

3.9 

144 

021 

F-S 

Screening 

9.7 

107 

124 

3.7 

4.0 

140 



Enrollment 

9.5 

111 

112 

3.9 

4.1 

143 

022 

F-S 

Screening 

9.5 

106 

75 

4.6 

4.6 

138 



Enrollment 

9.5 

107 

43 

3.3 

3.8 

141 

023 

F-S 

Screening 

9.9 

109 

75 

5.0 

4.1 

144 



Enrollment 

9.3 

102 

72 

3.9 

4.3 

137 

024 

F-S 

Screening 

9.2 

105 

75 

3.3 

4.5 

138 



Enrollment 

9.4 

107 

61 

3.3 

4.4 

141 

Subject Classification: M-NS - 

■Male, Non-Smoker; M-S= 

-Male. Smoker; F-NS- 

Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630149 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject'. Serum Electrolytes 
(Pace 3 r>f 12) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Calcium 

(niq/dL) 

Chloride 

(mEq/L) 

Iron 

Phosphorus 

(mg/dL) 

Potassium 

(mEq/L) 

Sodium 

(mEcf/L) 

025 

F-S 

Screening 

9.6 

108 

33 

3.9 

3.8 

144 



Enrollment 

10.1 

106 

67 

3.7 

4.0 

142 

026 

r-s 

Screening 

9.4 

106 

86 

3.0 

4.3 

143 



Enrollment 

9.2 

107 

66 

3.5 

4.1 

142 

027 

r-s 

Screening 

9.9 

103 

17 I, 

3.6 

4.7 

141 



Enrollment 

9.8 

104 

60 

3.7 

4.6 

142 

028 

F-S 

Screening 

9.4 

104 

85 

4.5 

3.8 

137 



Enrollment 

9.2 

no 

55 

3.4 

4.1 

141 

029 

F-S 

Screening 

10.0 

105 

• 03 

3.5 

4.6 

140 



Enrollment 

9.5 

107 

128 

3.0 

4.2 

(41 

030 

F-S 

Screening 

9.4 

tos 

77 

3.7 

4.4 

139 



Enrollment 

9.1 

108 

53 

3.4 

4.0 

140 

031 

F-S 

Screening 

9.4 

108 

61 

2.7 

3.8 

141 



Enrollment 

9.6 

104 

87 

3.4 

4.4 

140 

032 

F-S 

Screening 

8.7 

106 

54 

3.9 

4.7 

139 



Enrollment 

R.R 

m 

m 

3.7 

' 4,7 

142 

033 

F-S 

Screening 

9.4 

105 

133 

2.6 

3.9 

142 



Enrollment 

9.5 

107 

152 

2.3 

4.3 

141 

034 

F-S 

Screening 

9.5 

107 

85 

2.7 

3.9 

140 



Enrollment 

9.5 

105 

115 

3.8 

4.3 

141 

035 

F-S 

Screening 

9.2 

108 

121 

3.4 

4.4 

143 



Enrollment 

9.1 

106 

82 

3.5 

4.3 

141 

036 

M-S 

Screening 

9.6 

105 

91 

2.9 

4.2 

141 



Enrollment 

9.4 

105 

97 

2.8 

4.0 

14? 


a Subject Classification. M-NS-Maie, Non-Smoktr: M-S=Ma1e. Smoker; F-NS= Female. Non-Smoker; F-S=Fema1e. Smoker 
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PM3006630150 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Scrum Electrolytes 
(Page 4 of 12) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

Calcium 

(mji/dU 

Chloride 

(mEq/L) 

Iron 

(lifi/dL) 

Phosphorus 

(mc/dL) 

Potassium 
{mEq/L) 

Sodium 

(mCq/L) 

03? 

M-S 

Screening 

9.6 

104 

85 

4.3 

4.1 

142 



Enrollment 

9.3 

106 

74 

3.4 

4.2 

143 

038 

M-S 

Screening 

9.8 

103 

52 

3.7 

4.2 

140 



Enrollment 

9.6 

106 

88 

3.8 

4.2 

143 

039 

M-S 

Screening 

9.8 

109 

153 

3.5 

4.3 

145 



Enrollment 

10.0 

103 

129 

3.6 

4.2 

141 

040 

M-S 

Screening 

9.2 

108 

71 

3.3 

3.9 

143 



Enrollment 

9.5 

103 

71 

2.9 

4.1 

139 

041 

M-S 

Screening 

9.7 

!-! j 

89 

3.8 

4.9 

147 



Enroll ment 

9.6 

107 

87 

3.5 

5.2 

143 

042 

M-S 

Screening 

9.5 

104 

107 

3.8 

4.2 

143 



Enrollment 

9.8 

104 

123 

3.6 

4.5 

141 

043 

M-S 

Screening 

9.7 

104 

108 

3.6 

4.9 

138 



Enrollment 

9.5 

III 

108 

4.9 

4.4 

147 

044 

M-S 

Screening 

9.6 

100 

117 

4.2 

4.0 

136 



Enrollment 

9.5 

112 

103 

4.8 

4.8 

149 II 

045 

M-S 

Screening 

9.6 

104 

67 

3.1 

4.3 

143 



Enrollment 

9.7 

109 

68 

3.4 

3.9 

146 

046 

M-S 

Screening 

9.6 

103 

97 

4.0 

4.9 

141 



Enrollment 

9.8 

105 

130 

4.6 

4.4 

143 

047 

M-S 

Screening 

9.7 

105 

154 

3.0 

4.3 

144 



Enrollment 

9.7 

106 

187 H 

33 

4.3 

142 

048 

M-S 

Screening 

9.8 

104 

57 

4.4 

4.7 

141 



Enrollment 

9.8 

107 

93 

3.7 

4.9 

144 

a Subject Classification: M-NS= 

-Male, Non-Smoker; M-S= 

-Male, Smoker; F-NS= Female, Non-Smoker; F-S^Female, Smoker. 
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PM3006630151 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Scrum Electro lyte* 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Calcium 

(mg/dL) 

Chloride 

(mEq/L) 

Iron 

(M^dL) 

Phosphorus 
(mg/dL)_ 

Potassium 

(mEq/L) 

Sodium 

(mEq/L) 

049 

M-S 

Screening 

9.6 

105 

106 

4.0 

4.7 

142 



Enrollment 

9.0 

104 

60 

4.1 

4.9 

141 

050 

M-S 

Screening 

9.7 

102 

129 

3.8 

4.3 

140 



Enrollment 

9.4 

104 

77 

4.2 

4.4 

142 

051 

M-S 

Screening 

9.8 

104 

142 

3.8 

4.3 

144 



Screening (U) 

9.3 

106 


5.4 H 

3.9 

141 



Enrollment 

9.5 

107 

163 H 

3.6 

4.1 

145 

052 

M-S 

Screening 

9.7 

103 

198 H 

4.7 

5.1 

142 



Enrollment 

9.5 

105 

222 II 

4.5 

4.4 

142 

053 

M-S 

Screening 

9.7 

105 

87 

3.7 

4.5 

136 



Enrollment 

9.7 

100 

116 

3.8 

5.2 

138 

054 

M-S 

Screening 

100 

104 

149 

3.4 

4.6 

141 



Enrollment 

9.1 

108 

126 

4.2 

4.4 

145 

U55 

M-S 

Screening 

10.1 

103 

94 

3.7 

4.4 

142 



Enrollment 

9.2 

107 

98 

3.1 

4.4 

143 

056 

M-S 

Screening 

9.9 

107 

76 

4.0 

4.5 

144 



Enrollment 

93 

104 

82 

3.8 

4.3 

141 



Enrollment (U) 

10.1 

104 


4.3 

4.6 

141 

057 

M-S 

Screening 

10.3 

106 

121 

3.7 

4.4 

139 



Enrollment 

9.2 

106 

72 

4,5 

4.3 

140 

058 

M-S 

Screening 

9.9 

104 

78 

3 8 

3.9 

143 



Enrollment 

9.4 

107 

122 

.7.4 

3.8 

145 

059 

M-S 

Screening 

9.4 

104 

89 

4.1 

4.0 

143. 



Enrollment 

9.2 

106 

90 

3.6 

4.8 

144 

060 

M-S 

Screening 

9.6 

1 (0 

97 

3.1 

4.4 

144 



Enrollment 

9.2 

107 

103 

3.2 

4.5 

141 

Subject Classification: M-NS= 

Male, Non-Smoker; M-S= 

"Male, Smoker; F-NS- 

Female, Non-Smoker, F-S=Female, Smnker. 
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PM3006630152 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page 6 of 12) 


Subject 

Subject 


Calcium 

Chloride 

Iron 

Phosphorus 

Potassium 

Sodium 

Number 

Classification' 1 

Timepoint 

(mg/dL) 

fmEq/L) 

(ng/dL) 

(mg/dL) 

(mEq/L) 

(mF.q/L) 

061 

M-S 

Screening 

10.2 

105 

75 

4.1 

4.7 

143 



Enrollment 

10.0 

105 

75 

4.9 

4.0 

144 

062 

M-S 

Screening 

9.9 

104 

75 

3.1 

4.4 

142 



Enrollment 

9.4 

107 

105 

2.2 

3.8 

140 

003 

M-S 

Screening 

10.2 

104 

51 

5 6 H 

4.2 

143 



Enrollment 

9.3 

106 

93 

3.3 

4.2 

142 

065 

M-S 

Screening 

9.4 

105 

162 H 

3.6 

4.3 

143 



Enrollment 

9.6 

1 CM 

71 

3.5 

4.4 

143 

066 

M-S 

Screening 

in n 

i 04 

60 

3.3 

4.3 

143 



Enrollment 

9.5 

101 

35 L 

4.4 

5.1 

140 

067 

M-S 

Screening 

9.9 

102 

195 II 

2.4 

4.3 

139 



Enrollment 

9.7 

104 

152 

3.0 

4.2 

141 

068 

M-S 

Screening 

9.7 

104 

92 

3.3 

3.9 

138 



Enrollment 

9.4 

104 

37 L 

3.7 

4.0 

141 

069 

M-S 

Screening 

10.6 H 

104 

106 

4.6 

4.4 

146 



Enrollment 

10.3 

105 

66 

5.7 H 

4.3 

143 

071 

F-NS 

Screening 

10.0 

ro7 

68 

3.9 

4.3 

141 



Enrollment 

9.6 

107 

63 

3.4 

4.3 

143 

07 2 

F-NS 

Screening 

9.6 

106 

83 

3.9 

4.0 

140 



enrollment 

8.7 

110 

46 

3.6 

4.0 

145 

073 

F-NS 

Screening 

8.9 

107 

82 

3.6 

44 

139 



Enrollment 

9.1 

106 

152 

3.3 

4.1 

140 

074 

F-NS 

Screening 

9.5 

105 

21! H 

3.4 

3.9 

139 



Enrollment 

9.1 

110 

114 

2.7 

3.9 

142 

Subject Classification: M-NS=Male, Non-Smoker; M-S= 

=Male. Smoker; F-NS“ 

Female, Non-Smoker, F-S-Female. Smoker. 
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PM3006630153 


RSR 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page 7 of 12) 


Subject 

Subject 


Calcium 

Chloride 

Iron 

Phosphorus 

Potassium 

Sodium 

Number 

_ Classification* 1 

Timepoint 

(mg/dL) 

(mEq/L) 

_((igfdL± _ __ 

_(mg/dLJ 

(mEq/L) 

_ (mEq/L) 

075 

F-NS 

Screening 

9.5 

104 

47 

3.9 

4.2 

13* 



Enrollment 

8.8 

109 

21 L 

3.5 

4.2 

141 

076 

F-NS 

Screening 

10.3 

108 

122 

3.7 

4.3 

144 



Enrollment 

9.8 

no 

77 

3.2 

4.7 

144 

077 

F-NS 

Screening 

9.5 

106 

78 

3.5 

3.7 

142 



Enrollment 

9.4 

no 

60 

3.5 

4.2 

144 

078 

F-NS 

Screening 

8.9 

107 

37 

3.5 

3.8 

141 



Enrollment 

9.1 

109 

92 

3,1 

4.5 

142 

079 

r-NS 

Screening 

9.2 

Si i 

156 

3.4 

4.1 

145 



Enrollment 

9,2 

no 

140 

2.5 

3.7 

144 

08 0 

F-NS 

Screening 

9.4 

109 

29 L 

4.2 

3.7 

146 



Enrollment 

93 

100 

38 

4.2 

4.1 

143 

OR 1 

F-NS 

Screening 

97 

108 

87 

4.0 

4.1 

144 



Enrollment 

9.4 

109 

115 

3.8 

4.1 

143 

082 

F-NS 

Screening 

9.3 

105 

58 

3.6 

4.4 

140 



Enrollment 

8.8 

106 

70 

3.2 

4.2 

139 

083 

F-NS 

Screening 

9.5 

108 

113 

3.4 

4.3 

143 



Enrollment 

9.2 

109 

140 

3.3 

3.9 

145 

084 

F-NS 

Screening 

9.9 

108 

109 

3.6 

4.8 

144 



Enrollment 

9.7 

lit 

70 

4.1 

4.9 

147 H 

085 

F-NS 

Screening 

9.8 

107 

in 

3.2 

4.8 

141 



Enrollment 

10.1 

102 

119 

4.0 

4.2 

139 

086 

F-NS 

Screening 

9.6 

105 

117 

3.4 

4.6 

142 



Enrollment 

9.6 

l(J8 

1 (2 

3.6 

4.2 

143 

Subject Classification: M-NS- 

-Male, Non-Smoker; M-S- 

=Ma!e, Smoker; F-NS= 

Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630154 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 

‘(Page 8 of 12) 


Subject 

Number 

Subject 

Classification* 1 

Timepnim 

Calcium 

(mg.'dL) 

Chloride 

(mEq/L) 

Iron 

(wi/dM 

Phosphorus 

fmg/dLl 


Potassium 

(mEq/1.) 

Sodium 

(mEq/L) 

087 

r-Ns 

Screening 

9.8 

105 

89 

3.6 


4.4 

142 



Enrollment 

9.8 

107 

54 

3.4 


4.7 

143 

088 

F-NS 

Screening 

9.7 

103 

117 

3.2 


4.1 

139 



Enrollment - 

9.3 

104 

106 

3.4 


4.0 

141 

089 

F-NS 

Screening 

9.2 

108 

67 

4.2 


4.8 

142 



Enrollment 

9.4 

103 

52 

4.8 


4.4 

138 

000 

F-NS 

Screening 

9.8 

108 

58 

3.5 


4.2 

147 II 



Enrollment 

9.9 

110 

72 

3.6 


4.6 

147 H 

091 

F-NS 

Screening 

9.9 

ior» 

80 

4.0 


4 1 

139 



Enrollment 

9.9 

105 

122 

3.9 


4.3 

141 

092 

F-NS 

Screening 

9.4 

103 

50 

3.6 


4.2 

140 



Enrollment 

9.8 

106 

38 

3.4 


4.5 

142 

093 

F-NS 

Screening 

9.7 

104 

66 

4.9 


4.6 

142 



Enrollment 

9.2 

102 

73 

4.8 


4.2 

140 

094 

F-NS 

Screening 

9.5 

102 

89 

3.5 


3.7 

139 



Enrollment 

9.7 

105 

123 

3.8 


3.5 

141 

095 

F-NS 

Screening 

10,9 H 

104 

105 

2.9 


4.5 

134 L 



Enrollment 

106 H 

112 

136 

2.8 


5.1 

146 H 

096 

F-NS 

Screening 

9.9 

107 

74 

3.0 


4.2 

140 



Enrollment 

9.6 

103 

83 

3.8 


4.1 

137 

097 

F-NS 

Screening 

9.7 

105 

72 X 

36 


5.0 

139 



Enrollment 

9.8 

107 

100 

3.6 


4.5 

142 

098 

F-NS 

Screening 

9.8 

103 

187 H 

3.7 


3.9 

139 



Enrollment 

9.8 

105 

55 

3.8 


4.5 

143 

* Subject Classification: M-NS-Male. Non-Smoker; M-S= 

=Male. Smoker; F-NS= 

Female, Non-Smoker F-S=Female. Smoker. 
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PM3006630155 


RSR ^ 

Protocol Mo. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chcmistiy Laboratory’ Data by Subject: Scrum Electrolytes 
(Page 9 of 12) 


Subject 

Number 

Subject 

Classification 3 

Time point 

Calcium 

fmg/dL) 

Chloride 

(mEcr/L) 

Iron 

Qtg/dL) 

Phosphorus 

(mg/tlL) 

Potassium 

(mEq/L) 

Sodium 

(mEq/L) 

099 

F-NS 

Screening 

9.9 

107 

83 

3.8 

4.0 

142 



Enrol Intent 

9.4 

106 

90 

4.2 

4:0 

143 

100 

F-NS 

Screening 

9.5 

106 

90 

3.5 

4.1 

140 



Enrollment 

9.1 

104 

87 

3.4 

4.9 

141 

101 

INS 

Screening 

10.4 H 

105 

96 

4.2 

4.8 

142 



Enrol Imern 

10.0 

104 

41 

3.9 

4.1 

142 

102 

F-NS 

Screening 

10.1 

103 

92 

3.0 

4.5 

140 



Enrollment 

9.8 

106 

89 

3.0 

4.3 

138 

103 

F-NS 

Screening 

9.0 

99 

111 

3.0 

4.0 

136 



Enrollment 

9.7 

103 

68 

3.6 

4.5 

141 

104 

M-NS 

Screening 

9.9 

101 

110 

4.5 

4.5 

140 



Enrollment 

9.9 

105 

163 H 

4.6 

4.8 

142 

105 

M-NS 

Screening 

10.0 

104 

128 

3.5 

4.5 

140 



Enrollment 

9.5 

103 

61 

3.8 

4.3 

140 

106 

M-NS 

Screening 

9.3 

100 

94 

3.3 

4.0 

134 



Enrollment 

9.3 

106 

87 

3.2 

4.1 

142 

107 

M-NS 

Screening 

9.7 

109 

94 

3.8 

4.5 

142 



Enrollment 

9.8 

107 

87 

3.7 

4.3 

143 

108 

M-NS 

Screening 

98 

109 

40 L 

4.2 

4.2 

142 



Enrollment 

8.9 

no 

104 

3.5 

4.1 

143 

109 

M-NS 

Screening 

9.8 

103 

43 L 

4.2 

4.1 

142 



Enrollment 

90 

106 

53 

3.4 

4.3 

141 

no 

M-NS 

Screening 

9.0 

109 

75 

2.9 

4.8 

145 



Enrollment 

9.2 

107 

89 

3.7 

4.5 

143 


3 Subject Classification: M-NS-Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630156 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page 10 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Calcium 

(mg/dL) 

Chloride 

(mEq/L) 

Iron 

(MC/dL) 

Phosphorus 

(me/dL) 

Potassium 
(mEq/L j 

Sodium 

(mEq/L) 

in 

M-NS 

Screening 

9.8 

104 

114 

3.8 

4.7 

144 



Enrollment 

9.6 

107 

149 

3.5 

4.7 

143 

112 

M-NS 

Screening 

9.4 

103 

68 

3.1 

4.8 

140 



Enrollment 

9.3 

106 

103 

3.1 

4.9 

142 

113 

M-NS 

Screening 

9.3 

103 

225 H 

3.8 

4.2 

141 



Enrollment 

9.4 

106 

82 

3.8 

4.7 

140 

114 

M-NS 

Screening 

9.7 

106 

46 

3.4 

3.9 

144 



Enrollment 

9.5 

to? 

421. 

4.1 

3.7 

142 

IIS 

M-NS 

Screening 

10 1 

106 

89 

3.8 

5.0 

142 



Enrollment 

9.S. 

108 

91 

3.9 

4.9 

145 

116 

M-NS 

Screening 

10.2 

104 

89 

3.9 

4 1 

145 



Enrollment 

9.1 

104 

70 

3.1 

4.1 

142 

117 

M-NS 

Screening 

9.8 

104 

56 

3.8 

4.5 

145 



Enrollment 

9.4 

105 

76 

3.3 

4.3 

143 

IIS 

M-NS 

Screening 

10.1 

104 

72 

4.7 

5.6 11 

142 



Enrollment 

9.9 

104 

65 

4.0 

5.1 

Ml 

119 

M-NS 

Screening 

9.5 

105 

109 

3.5 

4.1 

139 



Enrollment 

9.8 

109 

88 

4.3 

4.5 

146 

120 

M-NS 

Screening 

96 

lit 

62 

3.4 

4.4 

151 H 



Enrollment 

9.9 

111 

138 

3.5 

4.8 

148 II 

121 

M-NS 

Screening 

96 

102 

91 

3.2 

3.7 

139 



Enrollment 

97 

107 

49 

4.2 

4.5 

145 

122 

M-NS 

Screening 

10.2 

103 

78 

4.1 

4.1 

143 



Enrollment 

9.4 

103 

54 

5.0 

4.2 

142 


1 Subject Class! float ion: M-NS-Male, Non-Smoker; M-S-Male, Smoker; F-NS= Female. Non-Smoker; F-S-Female, Smoker. 
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PM3006630157 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing i 6.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page II of 12) 


Subject 

Number 

Subject 

Classification 1 

Timepoint 

Calcium 

(mg/dL) 

Chloride 

(mF.q/l.) 

Iron 

JjigAlL) 

Phosphorus 

(mg/dl.) 

Potassium 

(mFq/l.) 

Sodium 

(mEq/L) 

123 

M-NS 

Screening 

9.6 

104 

86 

3.4 

4.3 

142 



Enrollment 

8.9 

106 

109 

2.8 

4.2 

142 

124 

M-NS 

Screening 

9.7 

hi 

95 

4.3 

4.1 

154 H 



Screening 






141 



Enrollment 

9.7 

104 

84 

4.0 

3.9 

142 

125 

M-NS 

Screening 

9.7 

104 

97 

3.4 

3.6 

141 



Enrollment 

9.9 

m 

161 H 

3.0 

4.0 

147 

126 

M-NS 

Screening 

9.0 

105 

67 

3.6 

42 

138 



Enrollment 

8.9 

106 

149 

3.2 

4.4 

142 

127 

M-NS 

Screening 

9.9 

104 

102 

3.4 

4.2 

140 



Enrollment 

9.5 

MO 

116 

3.6 

4.2 

144 

128 

M-NS 

Screening 

105 11 

107 

93 

3.6 

4.9 

145 



Enrollment 

9.5 

104 

101 

3.2 

4.3 

138 

129 

M-NS 

Screening 

10.2 

108 

87 

4.5 

4.2 

144 



Enrollment 

95 

106 

91 

3.0 

4.5 

143 

no 

M-NS 

Screening 

10.1 

105 

124 

3.4 

4.4 

143 



Enrollment 

9.4 

105 

79 

3.3 

4.1 

139 

131 

M-NS 

Screening 

10.1. 

106 

104 

4.0 

4.6 

143 



Enrollment 

9.5 

107 

133 

3.7 

4.5 

142 

132 

M-NS 

Screening 

10.0 

102 

to?. 

3.7 

4.3 

140 



Enrollment 

9.7 

103 

113 

3.4 

4.7 

143 

133 

M-NS 

Screening 

10.0 

106 

117 

3.5 

4.0 

141 



Enrollment 

9.4 

107 

68 

3.6 

3-9 

144 

134 

M-NS 

Screening 

10.0 

10O 

84 

3 1 

4.1 

139 



Enrollment 

9.9 

102 

117 

4.7 

3.9 

142 

a Subject Classification: M-NS-Male, Non-Smoker; M-S~Male, Smoker; F-NS= 

Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630158 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-25 

Chemistry Laboratory Data by Subject: Serum Electrolytes 
(Page 12 of 12) 


Subject 

Number 

Subject 

Classification 3 

Time point 

Calcium 

(tng/dL) 

Chloride 

(mEq/L) 

Iron 

(Mg/dU 

Phosphorus 

(mg/dL) 

Potassium 

(mEq/L) 

Sodium 

(mEq/C) 

135 

M-NS 

Screening 

9.9 

102 

65 

3.6 

4.1 

143 



Enrollment 

9.6 

103 

57 

3.4 

4.1 

140 

500 

F-NS 

Screening 

9.4 

106 

m 

3.4 

4.1 

141 



Enrol lment 

96 

106 

5S 

3.7 

4.6 

142 

503 

F-NS 

Screening 

9.7 

108 

158 

3.7 

3.7 

141 



Enrollment 

9.3 

108 

121 

3.7 

4.f3 

143 

502 

F-S 

Screening 

9.7 

108 

101 

3.3 

3.7 

140 



Enrollment 

9.6 

108 

154 

3.4 

4.1 

145 

503 

F-S 

Screening 

9.4 

108 

68 

3.5 

4.1 

141 



Enrollment 

8.9 

106 

104 

2.9 

4.0 

140 

504 

F-S 

Screening 

9.6 

105 

123 

3.9 

3.8 

140 



Enrollment 

9.8 

106 

69 

4.3 

4.4 

139 

505 

F-NS 

Screening 

9.4 

107 

147 

3.3 

4.6 

141 



Enrollment 

9.4 

106 

163 H 

3.6 

4.7 

14! 

506 

F-S 

Screening 

9.4 

105 

107 

4.2 

3.S 

140 



Enrollment 

9.8 

107 

119 

4.1 

4.8 

141 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S“Male, Smoker; F-NS^ Female, Non-Smoker; F-S=Fcmale, Smoker. 




Draft 1: 24 July 2002 


Page 14811 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630159 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Pagei of 12) 


Subject 

Number 

Subject 

Classification 3 

Tmtepoint 

Hematocrit 

(%> 

Hemoglobin 

(rML) 

RBC 

(xlO'VnU 

RBC Morphology 

MCH 

<Pb) 

MCHC 

(e/tli-) 

MCV 

(13.) 

Platelets 

(xlfrVuL) 

WBC 

(xIOV) 

001 

F-S 

Screening 

38 

12.8 

4.4 

Normocytic. 

29 

34 

87 

443 H 

12.02 H 



enrollment 

39 

12.7 

4.2 

Normocytic 

30 

33 

92 

307 

10.46 

002 

F-S 

Screening 

41 

1.1.6 

5.6 

Microcytic 

24 I- 

34 

72 L 

373 

8.14 



Screening 




Anisocytosis 








Enrollment 

45 

13.9 

5.7 H 

Normocytic 

24 E 

31 

78 L 

368 

11.29 H 

003 

F-S 

Screening 

37 

12.5 

4.1 

Normocytic 

31 

34 

91 

323 

7.83 



Enrollment 

38 

12.0 

4.0 L 

Noujjocytic 

3(1 

31 

97 

243 

6.20 

004 

F-S 

Screening 

38 

130 

4 6 

Normocytic 

28 

35 

82 

314 

680 



Enrollment 

38 

12.6 

4.4 

Normocytic 

29 

33 

86 

238 

10.44 

1305 

F-S 

Screening 

38 

13.5 

4.3 

Normocytic 

32 

36 

89 

346 

7.03 



EtiroHment 

40 

13.0 

4.2 

Normocytic 

31 

33 

95 

299 

5.83 

006 

F-S 

Screening 

41 

13.9 

4.2 

Normocytic 

33 

34 

98 

367 

12.91 H 



Enrollment 

45 

14.7 

4.4 

Anisocytosis 

33 

33 

102 H 

355 

8.32 

007 

F-S 

Screening 

41 

(3.8 

4.7 

Normocytic 

29 

34 

87 

299 

8.64 



Enrollment 

43 

13.9 

4.6 

Normocytic 

30 

32 

93 

199 

7.88 

00& 

F-S 

Screening 

42 

14.S 

4.7 - 

Normocytic 

31 

35 

% 

170 

5.5$ 



Enrollment 

40 

n.s 

4.5 

Normocytic 

30 

33 

90 

17! 

6.14 

009 

F-S 

Screening 

39 

13.1 

4.6 

Normocytic 

29 

33 

85 

226 

5.44 



Enrollment 

41 

13.6 

4.6 

Normocytic 

30 

33 

89 

254 

5.55 

010 

r-s 

Screening 

40 

13.6 

4.3 

Noj mcjcy tic 

32 

34 

93 

267 

6.38 



Enrollment 

37 

12.7 

3.9 L 

Normocytic 

33 

34 

96 

187 

5.81 

on 

F-S 

Screening 

39 

13.5 

4.5 

Normocytic 

30 

34 

88 

282 

9.34 



Enrollment 

.79 

13.2 

4.3 

Normocytic 

31 

34 

90 

269 

8.68 

012 

F-S 

Screening 

43 

14.5 

5.2 

Normocytic 

28 

34 

82 

I7J 

8.93 



Enrollment 

44 

14.7 

5.2 J 

Normocytic 

2fi 

34 

84 

151 

8.28 

4 Subject Classification: M-NS=Ma1e, Non-Smoker; M-S=Malc, Smoker; F-NS- Female, Non-Smoker; F-S^Fcmale, Smoker. 
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PM3006630160 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Fage2of 12) 


Subject 

Number 

Subject 

Classification” 

Timepoint 

llematocrii 

(%) 

Hemoglobin 

(Sf’dl-I 

RBC 

(xIOVuL) 

RBC Morphology 

MCH 

IPK) 

MCHC 

(gltlL) 

MCV 

(fU 

Platelets 

(xIO’/uLj 

WBC 

fxlOVjiL) 

013 

F-S 

Screening 

41 

14.5 

4.7 

Normocytic 

31 

35 

89 

209 

5.98 



Enrollment 

43 

15.0 

4.5 

Normocvtic 

33 

35 

96 

164 

5.74 

014 

F-S 

Screening 

39 

12.9 

4.4 

Nonnocytic 

29 

33 

88 

320 

8.36 



Enrollment 

40 

12.9 

4.1 

Normocytic 

30 

12 

93 

325 

693 

015 

F-S 

Screening 

42 

13 8 

4.9 

Normocvtic 

29 

33 

87 

408 H 

9.45 



Enrollment 

42 

13.8 

4.6 

Normocytic 

30 

33 

90 

301 

7,08 

016 

F-S 

Screening 

40 

13.7 

4.6 

Normocvtic 

30 

34 

88 

358 

10.71 II 



Enrollment 

39 

12.7 

4.1 

Nonnocytic 

30 

33 

90 

m 

10.12 

017 

F-S 

Screening 

40 

13.7 

4.6 

Normocytic 

30 

34 

87 

302 

6.93 



Enrollment 

39 

13.1 

4.5 

Normocytic 

29 

34 

88 

320 

7.35 

018 

F-S 

Screening 

41 

13.5 

4.6 

Nonnocytic 

30 

33 

90 

316 

8.93 



Enrollment 

42 

13.6 

4.6 

Normocytic 

30 

33 

91 

249 

945 

019 

F-S 

Screening 

37 

12.4 

4.3 

Normocytic 

29 

33 

87 

207 

6.43 



Enrollment 

36 

12.2 

4.0 L 

Normocytic 

31 

34 

90 

168 

7.37 

020 

F-S 

Screening 

46 

14.9 

4.7 

Normocytic 

32 

33 

97 

341 

7.38 



Enrollment 

45 

147 

46 

Ncirnvscylic 

12 

33 

98 

320 

7.68 

021 

F-S 

Screening 

36 

12.4 

3.9 L 

Normocytic 

32 

35 

92 

285 

9.43 



Enrollment 

37 

12.8 

3.8 L 

Normocytic 

34 

34 

98 

166 

5.74 

022 

F-S 

Screening 

40 

(4.3 

4.6 

Normocytic 

31 

36 

88 

286 

9.64 



Enrollment 

41 

14.0 

4.7 

Normocytic 

30 

34 

89 ' 

272 

9.01 

023 

F-S 

Screening 

44 

15.7 

4.8 

Normocytic 

33 

36 

92 

202 

10.28 



Enrollment 

4} 

14.7 

4.6 . 

Nonnocytic 

32 

34 

93 

187 

10.77 H 

024 

F-S 

Screening 

43 

14.2 

4.6 

Norniocytie 

31 

33 

94 

299 

10.62 



Enrollment 

41 

14.4 

4,4 

Nonnocytic 

33 

35 

93 

252 

12 13 11 

Subject Classification: M-NS“Male. Non-Smoker; M-S : 

-Male. Smoker; F-NS^ 

Female. Non-Smoker; K-S=-Female. 

Smoker 
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PM3006630161 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratoiy Data by Subject: CBC 
(Page 3 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Hematocrit 

(%) 

Hemoglobin 

mi) 

RBC 

OflO'VuL) 

RBC Morpbolocv 

MCH 

<PB) 

MCUC 

_igJL)_ _ 

MCV 

__J.fl.i__ 

Platelets 

(xlO'VnL)_ 

WBC 

_pil0'/)lL)_ 

025 

F-S 

Screening 

39 

13.3 

4.4 

Normocytic 

30 

34 

89 

372 

1 6.26 HT 



Screening (U) 

38 

13,0 

4.2 

Normocytic 

31 

34 

91 

357 

14.93 11 



Enrollment 

40 

13.1 

4.4 

Normocytic 

30 

33 

90 

342 

11.23 H 

020 

F-S 

Screening 

44 

15.1 

4.9 

Normocytic 

31 

35 

89 

242 

6.81 



Enrollment 

45 

14.3 

4.9 

Normocytic 

29 

32 

92 

170 

4.95 

027 

F-S 

Screening 

40 

13.5 

4.5 

NormouyliL 

30 

34 

90 

251 

3.69 L 



Enrollment 

43 

14.1 

4.7 

Normocytic 

30 

33 

91 

280 

9.54 

028 

F-S 

Screening 

33 l 

11.4 L 

3.6 L 

Normocytic 

3! 

35 

90 

218 

11 05 H 



Enrollment 

33 L 

11.3 L 

3.6 L 

Normocytic 

31 

34 

92 

203 

9.44 

020 

F-S 

Screening 

41 

13.9 

4.7 

Normocytic 

30 

34 

57 

275 

9 39 



Enrollment 

41 

13.8 

4.6 

Normocytic 

30 

34 

88 

263 

7.86 

030 

F-S 

Screening 

43 

14.2 

4.8 

Normocytic 

30 

33 

90 

262 

5.88 



Enrollment 

38 

13.3 

4.3 

Normocytic 

31 

35 

89 

268 

4.76 

031 

F-S 

Screening 

37 

12.7 

4.7 

Normocytic 

27 

34 

81 

320 

5.39 



Enrollment 

40 

13 6 

4.8 

Normocytic 

29 

34 

84 

258 

6.22 

032 

F-S 

Screening 

42 

13.8 

4.8 

Normocytic 

29 

33 

87 

196 

7.24 



Enrollment 

45 

14.5 

5.0 

Normocytic 

29 

33 

89 

1S8 

7.71 

033 

F-S 

Screening 

43 

14.2 

4.6 

Normocytic 

31 

34 

92 

238 

7.00 



Enrollment 

43 

14.2 

4.5 

Norm ocy lie 

32 

33 

96 

221 

11.38 H 

034 

F-S 

Screening 

40 

13.6 

4.3 

Normocytic 

31 

34 

93 

407 H 

8.52 



Enrollment 

40 

13.4 

42 

Normocytic 

32 

34 

94 

344 

9.35 

035 

F-S 

Screening 

42 

14.0 

4.5 

Normocytic 

31 

34 

92 

255 

8.83 



Enrollment 

42 

14.3 

4.5 

Normocytic 

32 

34 

93 

223 

9.11 

036 

M-S 

Screening 

45 

16.5 

5.3 

Normocytic 

31 

37 

85 

286 

6.37 



Enrollment 

48 

15.9 

5.4 

Normocytic 

30 

33 

89 

260 

6.03 


a Subject Classification: M-NS=Male, Mon-Smoker; M-S=Male, Smoker; F-NS~ Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630162 


rsr ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology laboratory Data by Subject: CBC 
(Page 4 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Hematocrit 

<%) 

Hemoglobin 

(ft/dL) 

RBC 

(xlffVnL) 

RBC Morphology 

MCH 

(pa) 

MCHC 

WdL) 

MCV 

01) 

Platelets 

(xloVoL) 

WBC 

(xlO’/nt.) 

037 

M-S 

Screening 

44 

16.0 

5.1 

Norm ocy tic 

32 

36 

87 

210 

5.49 



Enrollment 

43 

14.6 

4.7 

Normocytic 

31 

34 

91 

166 

3.92 

038 

M-$ 

Screening 

46 

15.9 

5.5 

Normocytic 

29 

35 

83 

177 

5.21 



Enrollment 

43 

14.6 

5.2 

Normocytic 

28 

34 

84 

153 

5.39. 

039 

M-S 

Screening 

49 

16.8 

5.1 

Noimocytic 

33 

34 

97 H 

241 

9.08 



Enrollment 

51 

17.3 

5.1 

Anisocytosis 

34 

34 

10! II 

225 

895 

040 

M-S 

Screening 

40 

13.8 

4.8 

Normocytic 

29 

35 

83 

279 

9 78 



Enrollment 

41 

14.1 

4.9 

Normocytic 

29 

34 

84 

233 

7.32 

041 

M-S 

Screening 

39 

12.9 

4.5 

Nonnocyisc 

29 

33 

85 

282 

6.86 



Enrollment 

43 

14.4 

4.9 

Normocytic 

29 

34 

86 

266 

9.84 

042 

M-S 

Screening 

49 

17.7 

5,7 

Normocytic 

31 

36 

87 

188 

7.59 



Enrollment 

49 

17,1 

5.6 

Normocytic 

31 

35 

88 

177 

5.45 

043 

M-S 

Screening 

46 

16.1 

5.5 

Normocytic 

29 

35 

85 

226 

10.28 



Enrollment 

47 

15 9 

5.4 

Normocytic 

30 

34 

87 

211 

11.51 H 

044 

M-S 

Screening 

49 

IG.l 

5.3 

Normocytic 

30 

33 

92 

226 

6.41 



Enrollment 

44 

14.7 

4.6 

Normocytic 

32 

34 

95 

162 

5.35 

045 

M-S 

Screening 

49 

16.8 

5.3 

Normocytic 

32 

34 

93 

306 

4.99 



Enrollment 

46 

15.9 

4.8 

Normocytic 

33 

35 

96 

191 

4.47 

046 

M-S 

Screening 

43 

15.5 

4.6 

Normocytic 

34 

36 

94 

288 

7.12 



Enrollment 

44 

15.4 

4.7 

Normocytic 

33 

35 

95 

312 

7.76 

047 

M-S 

Screening 

48 

15.7 

5.5 

Nomioiytic 

29 

33 

86 

216 

7.06 



Enrollment 

43 

15.1 

5.1 

Normocytic 

30 

35 

85 

189 

5.02 

048 

M-S 

Screening 

42 

15.1 

5-2 

Normocytic 

29 

36 

80 

224 

6.67 



Enrollment 

44 

14.8 

5.1 

Noimocytic 

29 

34 

86 

164 

5.36 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS- Female, Non-Smoker; F-S-Female. Smoker. 
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PM3006630163 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Page 5 nf 12) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Hematocrit 

(%) 

Hemoglobin 

te«L) 

RBC 

(xIO'VmU 

RBC Morphology 

MCH 

(pg) 

MCHC 

(g/dl) 

MCV 

(fL) 

Platelets 

(xIOVnL) 

WBC 

(xlOVjiL) 

049 

M'S 

Screening 

45 

15.1 

4.7 

Normocytic 

32 

34 

94 

323 

7.59 



Enrollment 

47 

15.2 

4.8 

Normocytic 

32 

32 

98 

282 

6.11 

050 

M-S 

Screening 

49 

16.1 

5.6 

Nonnocylic 

29 

33 

86 

254 

5.12 



Enrollment 

46 

15.3 

5.3 

Normocytic 

29 

33 

88 

306 

6.10 

051 

MS 

Screening 

46 

16.5 

5.3 

Normocytic 

31 

36 

87 

216 

5.86 



Enrollment 

45 

16.3 

5.0 

Normocytic 

33 

36 

90 

1 78 

4.20 

052 

M-S 

Screening 

45 

16.0 

4.9 

Normocytic 

32 

35 

92 

231 

5 79 



Enrollment 

43 

15.3 

4.7 

Normocytic 

33 

36 

9.3 

203 

5.02 

053 

M-S 

Screening 

41 

14.5 

4.6 

Normocytic 

32 

35 

91 

321 

6.45 



Enrollment 

44 

14.7 

4.6 

Nonnocylic 

32 

34 

96 

36(1 

8.89 

054 

M-S 

Screening 

45 

15.6 

5.1 

Normocytic 

31 

35 

88 

203 

7.03 



Enrollment 

45 

15.2 

4.9 

Normocytic 

31 

34 

91 

184 

7.54 

055 

M-S 

Screening 

44 

15.5 

4.7 

Normocytic 

33 

35 

94 

260 

8.15 



Enrollment 

42 

14.6 

4.4 L 

Nomtocyric 

33 

35 

96 

213 

7.57 

056 

M-S 

Screening 

40 

13.2 

4.4 L 

Normocytic 

30 

33 

93 

238 

8.87 



Enrollment 

79 

13.5 

43 t. 

Normocytic 

31 

34 

92 

255 

7.72 

057 

M-S 

Screening 

50 

17.1 

6.0 

Normocytic 

29 

34 

83 

235 

7.95 



Enrollment 

48 

17.1 

5.8 

Normocytic 

29 

36 

83 

200 

7.8.3 

058 

M-S 

Screening 

45 

14.8 

5.1 

Noimocytic 

29 

33 

88 

215 

6.35 



Enrollment 

44 

.15.0 

5.1 

Normocytic 

30 

34 

87 

175 

5.11 

059 

M-S 

Screening 

46 

15.9 

5.1 

Normocytic 

31 

35 

91 

243 

6.01 



Enrollment 

45 

15.4 

4.9 

Normocytic 

32 

34 

92 

211 

5.05 

060 

M-S 

Screening 

47 

16.4 

5A 

Normocytic 

31 

35 

88 

184 

6.54 



Enrollment 

47 

16.4 

5.4 

Nonnocylic 

30 

35 

87 

172 

6.61 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630164 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Rata by Subject: CBC 
(Page 6 of 12) 


Subject 

Number 

Subject 

Classification" 

Timcpoint 

Hematocrit 

m 

Hemoglobin 

(m) 

RBC 

(xIOVliL) 

RBC Morphology 

MCll 

(PE) 

MCHC 

Ig/dL)_ 

MCV 

(H) 

Platelets 

(xIO'/uL) 

WBC 

(xIO’/ulj 

061 

M-S 

Screening 

49 

16.8 

5.7 

Normocytic 

29 

34 

86 

200 

7.98 



Enrollment 

47 

16.1 

5.4 

Nonnocytic 

30 

34 

87 

154 

7,50 

062 

M-S 

Screening 

47 

16.5 

5.4 

Normocytic 

31 

35 

87 

303 

12.51 H 



Enrollment 

44 

16.2 

5,1 

Normocytic 

32 

37 

86 

283 

9.99 

063 

M-S 

Screening 

45 

.15.9 

5.2 

Normocytic 

31 

36 

87 

171 

7.85 



Enrollment 

43 

15.3 

5.0 

Normocytic 

31 

35 

87 

157 

6.3 6 

065 

M-S 

Screening 

45 

15.4 

5.1 

Normocytic 

29 

14 

85 

267 

4 59 



Enrollment 

43 

15.1 

5.1 

Normocytic 

30 

35 

84 

251 

6.08 

066 

M-S 

Screening 

43 

13.9 

5.3 

Normocytic 

26 

32 

82 

346 

10.72 H 



Enrollment 

42 

13.9 

5.1 

Normocytic 

27 

33 

82 

314 

10.37 

067 

M-S 

Screening 

51 

16.8 

5.7 

Normocytic 

30 

33 

89 

311 

6.41 



Enrollment 

48 

166 

5.6 

Normocytic 

30 

35 

86 

265 

6.38 

068 

M-S 

Screening 

40 

14.1 

4.6 

Nonnocytic 

31 

35 

88 

230 

9.76 



Enrollment 

39 

13.3 

4.5 

Normocytic 

30 

34 

87 

320 

1046 

069 

M-S 

Screening 

46 

15.5 

5.5 

Normocytic 

28 

34 

84 

329 

1051 



Enrollment 

46 

IS.6 

5.3 

Normocytic 

29 

24 

67 

253 

11.71 H 

071 

F-NS 

Screening 

41 

14.1 

4.9 

Normocytic 

29 

34 

85 

331 

6.67 



Enrollment 

43 

13.5 

4.9 

Normocytic 

28 

31 

89 

301 

5.25 

•072 

F-NS 

Screening 

38 

13.6 

4.4 

Normocytic 

31 

36 

87 

219 

3.00 



Enrollment 

35 

12.1 

3.9 L 

Normocytic 

31 

15 

00 ■ 

165 

3.13 L 

073 

F-NS 

Screening 

38 

13 1 

4.6 

Normocytic 

29 

34 

84 

277 

6.89 



Enrollment 

39 

12.7 

4.5 

Nonnocytic 

28 

33 

86 

264 

6.07 

074 

F-NS 

Screening 

41 

14.3 

4.6 

Nonnocytic 

31 

35 

90 

324 

10.11 



Enrollment 

39 

12.5 

4.2 

Noimucyiic 

30 

32 

92 

239 

8.18 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!e. Smoker; F-NS= Female, Non-Smoker; K-S-Female, Smoker 
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PM3006630165 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



listing 16.5-26 

Hematology Laboratory Data by Subject: CDC 
(Page 7 of! 2) 


Subject 

Subject 


Hematocrit 

Hemoglobin 

RBC 


MCH 

MCHC 

MOV 

Platelets 

WBC 

Number 

Classification 

Titnepoint 

(%i 

<g/dL> 

(xl0 fi /jjL) 

RBC Morphology 

<pg) 

(g/dU 

(fLl_ 

(tclOVuL) 

(*10 , /| 1 l.) 

- 075 

F'NS 

Screening 

36 

12.1 

4.4 

Normocytic 

28 

34 

82 

281 

4.47 



Enrollment 

37 

12.1 

4.5 

Normocytic 

27 

32 

84 

216 

4.96 

076 

F-NS 

Screening 

44 

14.6 

5.0 

Normocytic 

29 

34 

87 

304 

9.72 



Enrollment 

93 

14.1 

4.7 

Normocytic 

30 

33 

92 

225 

10.07 

077 

F-NS 

Screening 

40 

13.8 

4.3 

Normocytic 

33 

34 

94 

265 

9.57 



Enrollment 

40 

13.8 

4.2 

Normocytic 

33 

34 

97 

241 

5.52 

078 

F-NS 

Screening 

37 

12.5 

4.1 

Normocytic 

30 

34 

91 

287 

4.65 



Enrollment 

30 

12.0 

4.2 

Normocytic 

31 

33 

93 

262 

3.37 1. 

079 

F-NS 

Screening 

40 

13:0 

4.5 

Normocytic 

29 

33 

89 

292 

7.62 



Enrollment 

41 

13.7 

4.4 

Normocytic 

31 

34 

93 

315 

6.22 

080 

F-NS 

Screening 

37 

11.7 

46 

Normocytic 

26 

32 

80 

415 H 

7 24 



Enrollment 

37 

11.8 

4.5 

Normocytic 

26 

32 

82 

348 

6.72 

081 

F-NS 

Screening 

35 

12.2 

3.9 L 

Normocytic 

31 

36 

88 

317 

4.29 



Enrollment 

33 L 

11.7 

3.7 L 

Normocytic 

31 

35 

90 

299 

4.20 

082 

F-NS 

Screening 

37 

12.0 

4.2 

Normocytic 

28 

33 

87 

24S 

5.10 



Enrollment 

35 

113 L 

3.9 L 

Normocytic 

29 

32 

89 

183 

4.13 

083 

F-NS 

Screening 

41 

13.9 

4.5 

Normocytic 

31 

34 

91 

178 

6.76 



EnriiHment 

41 

13.5 

4.3 

Normocytic 

31 

33 

95 

204 

7.65 

084 

F-NS 

Screening 

41 

14.1 

4.5 

Normocytic 

31 

35 

90 

166 

4.39 



Enrollment 

40 

13.1 

4.2 

Normocytic 

31 

33 

94 ’ 

153 

4.14 

085 

F-NS 

Screening 

39 

13.6 

4.5 

Normocytic 

30 

35 

86 

233 

6.56 



Enrollment 

44 

14.1 

4.9 

Normocytic 

29 

32 

90 

170 

6.96 

086 

F-NS 

Screening 

42 

13.9 

4.9 

Normncytic 

29 

33 

87 

349 

7.55 



Enrollment 

42 

13.6 

4.7 

Nonnocytic 

29 

33 

9fl 

290 

5.05 

a Subject Cl&ssification: M-NS= 

Male, Non-Smoker; M-S= 

^Malc. Smoker; F-NS- 

Female, Non-Smoker; F S^Female, Smoker. 
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PM3006630166 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Page 8 of 12) 


Subject 

Number 

Subject 

Classification” 

Timepoint 

Hematocrit 

j%> 

Hemoglobin 

MU 

RBC 

_ (M</ZilU- 

RBC Morphology 

MCH 

(PU 

MCHC 

_ML) 

MCV 

JfU) 

Platelets 

(xlO'/ulj 

WBC 

(xlOVpL) 

087 

F-NS 

Screening 

42 

14.2 

4.6 

Normocyric 

31 

34 

91 

344 

7.40 



Enrollment 

41 

13.8 

4.4 

Normocytic 

31 

34 

92 

334 

5.57 

088 

F-NS 

Screening 

40 

13.6 

4.4 

Normocytic 

31 

34 

89 

248 

4.79 



Caro lime tit 

38 

13,3 

4.2 

Normocytic 

31 

35 

90 

189 

4.23 

089 

F-NS 

Screening 

40 

13.4 

4.4 

Normocytic 

31 

34 

91 

298 

6.49 



Eiuolluiciil 

36 

12.7 

4.1 

Normocytic 

31 

35 

89 

247 

5.02 

090 

F-NS 

Screening 

41 

137 

4.R 

Normocytic 

29 

33 

86 

306 

70S 



Enrollment 

41 

14.7 

4.6 

Normocytic 

32 

36 

89 

273 

6.3.3 

091 

F-NS 

Screening 

39 

13.4 

4.! 

Normocytic 

33 

35 

95 

291 

6.26 


’ 

Enrollment 

41 

13.9 

4.3 

Normocytic 

33 

34 

97 

250 

6.46 

092 

F-NS 

Screening 

41 

12.8 

4.6 

Normocytic 

28 

32 

88 

209 

5.03 



Enrollment 

40 

13.0 

4.5 

Normocytic 

29 

33 

89 

206 

592 

093 

F-NS 

Screening 

42 

13.6 

4.6 

Nonnocylic 

30 

32 

92 

281 

4.25 



Enrollment 

39 

13.2 

4.3 

Normocytic 

31 

34 

91 

259 

4.66 

094 

F-NS 

Screening 

40 

14.1 

4.9 

Normocytic 

29 

35 

83 

194 

4 11 



Enrollment 

41 

13.9 

4.7 

Normocytic 

30 

34 

86 

285 

7.54 

095 

F-NS 

Screening 

45 

15.0 

4.9 

Normocytic 

30 

33 

91 

317 

6.66 



Enrollment 

43 

14.1 

4.6 

Normocytic 

31 

33 

94 

24S 

5.94 

096 

F-NS 

Screening 

36 

12.3 

4.5 

Nurmocytic 

28 

34 

82 

283 

7 19 



Enrollment 

35 

12.2 

4.1 

Normocytic 

30 

35 

84 

216 

6.79 

097 

F-NS 

Screening 

40 

13.6 

5.1 

Normocytic 

27 

34 

79 

.. 282 

8.31 



Enrollment 

38 

12.6 

4.6 

Normocytic 

28 

33 

83 

207 

8.04 

098 

F-NS 

Screening 

44 

14.5 

4.6 

Normocytic 

32 

33 

96 

159 

5.07 



Enrollment 

40 

13.6 

4.2 

Nonnocylic 

33 

34 

95 

178 

6.10 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-MS= Female, Non-Smoker; F-S-Femate, Smoker. 
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PM3006630167 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Page 9 of 12) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

Hematocril 

Hemoglobin 
_(g/d L)_ 

RBC 

(xlO'VnL) 

RPC Morphology_ 

MCH 

MCHC 

toUL) 

— <1 

Platelets 

{xlOVgl.) 

WBC 

(xlOVjil.) 

099 

F-NS 

Screening, 

42 

13.7 

4.6 

Normocylic 

__ 

30 

33 

90 

327 

7.42 



Enrollment 

44 

14.3 

4.8 

Normocytic 

30 

32 

92 

305 

5.70 

100 

F-NS 

Screening 

42 

14.4 

45 

Normocytic 

32 

35 

92 

263 

5.57 



Enrollment 

43 

14.2 

4.6 

Normocylic 

31 

33 

93 

253 

5.72 

101 

F-NS 

Screening 

40 

13.7 

4.7 

Normocytic 

29 

34 

86 

318 

8.32 



Enrollment 

41 

13.4 

4.6 

Normocylic 

29 

33 

83 

284 

9.69 

102 

F-NS 

Screening 

43 

14.7 

4.6 

Normocyric 

32 

34 

93 

314 

6.93 



Enrollment 

40 

13.3 

4.2 

Normoeytic 

32 

34 

95 

266 

5.95 

103 

F-NS 

Screening 

41 

13.9 

+.8 

Nonnocytic 

29 

34 

86 

371 

7.31 



Enrollment 

41 

14.0 

4.7 

Normoeytic 

30 

35 

87 

255 

6.87 

104 

M-NS 

Screening 

43 

14.7 

4.6 

Nonnocytic 

32 

34 

93 

246 

5.38 



Enrollment 

44 

14.9 

4.6 

Normocytic 

32 

34 

95 

217 

6.33 

105 

M-NS 

Screening 

41 

14.4 

5.0 

Normoeytic 

29 

35 

82 

235 

5.08 



Enrollment 

45 

15.2 

S.3 

Normocytic 

29 

34 

85 

221 

4.91 

106 

M-NS 

Screening 

41 

14.6 

4.7 

Normoeytic 

31 

36 

87 

242 

6.35 



Enrollment 

42 

14.8 

4.7 

Normoeytic 

32 

36 

89 

219 

600 

107 

M-NS 

Screening 

42 

15.4 

5.2 

Normocytic 

29 

36 

81 

216 

5 71 



Enrollment 

45 

15.3 

5.3 

Normoeytic 

29 

34 

84 

225 

5 09 

108 

M-NS 

Screening 

41 

14,8 

4.6 

Normocylic 

32 

37 

88 

397 

7.95 



Enrollment 

42 

14,3 

4.5 

Normocytic 

32 

34 

93 

359 

7.53 

109 

M-NS 

Screening 

45 

15.9 

5.3 

Normocytic 

30 

35 

85 

293 

9.83 



Enrollment 

44 

15.1 

5.0 

Normocytic 

30 

34 

89 

285 

5.81 

110 

M-NS 

Screening 

41 

14.3 

4.9 

Nonnocytic 

29 

35 

85 

254 

6.08 



Enrollment 

45 

14.8 

5.1 

Normocylic 

29 

33 

8K 

193 

6.21 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker, F-S-^Female, Smoker. 
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PM3006630168 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16*5-26 

1 fcmatology Laboratory Data by Subject: CBC 
(Page 10 of 12} 


Subject 

Number 

Subject 

Classification’ 

Timepoim 

Hematocrit 

(%> 

Hemoglobin 

(fi/dL) 

RBC 

OtlOVjiL) 

RBC Morpholoev 

MCH 

(vz) 

MCHC 

fe/dL) 

MCV 

<fL) 

Platelets 

fxIOVuL) 

WBC 

(xIOVuL) 

in 

M-NS 

Screening 

44 

15.1 

5.0 

Normocyiic 

30 

34 

88 

187 

9.86 



Enrollment 

47 

15.6 

5.1 

Normocytic 

31 

33 

93 

146 

4.91 

112 

M-NS 

Screening 

45 

14.9 

5.1 

Normocyiic 

29 

33 

88 

217 

7.29 



Enrollment 

44 

15.0 

4,8 

Normocytic 

31 

34 

92 

192 

4.95 

113 

M-NS 

Screening 

43 

14.3 

4.8 

Normocytic 

30 

33 

89 

304 

5.38 



Enrollment 

46 

14.7 

5.1 

Normocyiic 

29 

32 

90 

264 

4,50 

114 

M-NS 

Screening 

41 

13.8 

5.1 

Normocytic 

27 

34 

81 ' 

189 

4.05 



Enrollment 

40 

13.4 

4.7 

Normocytic 

28 

34 

84 

176 

4.61 

115 

M-NS 

Screening 

48 

16.3 

5.5 

Normocytic 

30 

34 

87 

218 

5.79 



Enrollment 

52 

16.6 

5.7 

Normocytic 

29 

32 

91 

219 

6.94 

II 6 

M-NS 

Screening 

40 

14.6 

5.1 

Normocytic 

29 

36 

80 

298 

6.75 



Enrollment 

40 

13.8 

4.9 

Normocytic 

78 

34 

83 

222 

4 08 

117 

M-NS 

Screening 

47 

16.6 

5.5 

Normocytic 

30 

35 

85 

276 

7.27 



Enrollment 

46 

16.4 

5.4 

Normocytic 

30 

35 

86 

251 

4.90 

1 IS 

M-NS 

Screening 

43 

14.2 - 

4.6 

Normocyiic 

31 

33 

92 

283 

7.32 



Enrollment 

41 

13.6 

4.4 L 

Normocytic 

31 

33 

94 

251 

5.93 

119 

M-NS 

Screening 

46 

15.4 

5.4 

Normocytic 

29 

34 

85 

257 

4.83 



Enrollment 

45 

15.8 

5.2 

Normocytic 

30 

35 

87 

223 

4.98 

120 

M-NS 

Screening 

45 

15.9 

5.3 

Normocytic 

30 

35 

85 

U5 

4.64 



Enrollment 

46 

15.4 

5.2 

Normocytic 

29 

34 

87 

145 

4.16 

121 

M-NS 

Screening 

42 

14.3 

4.6 

Normocytic 

31 

34 

90 

349 

5. IS 



Enrollment 

44 

14.3 

4.7 

Normocytic 

30 

33 

92 

338 

6.48 

122 

M-NS 

Screening 

45 

15.8 

5.2 

Normocytic 

30 

35 

86 

186 

4.98 



Enrollment 

43 

15,2 

4.8 

Nonuucyric 

32 

35 

90 

193 

5.98 


3 Subject Classification: M-NS-Male, Non-Smoker; Vf-S—Male, Smoker; F-N.S— Female, Non-Smoker; F-S—Female, Smoker 
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PM3006630169 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.5-26 

Hematology Laboratory Data by Subject; CBC 
(Page 11 of 12) 


Subject 

Number 

Subject 

Classification 

a Timepoint 

Hematocrit 

(%) 

Hemoglobin 

(g/dL) 

RBC 

(xlO f 7pL) 

RI3C Morphology 

MCH 
(Eg]_ 

MC1HC 

<B/dL] 

MCV 

(fL) 

Platelets 

(xlOVfit.) 

WBC 

(xIO'/uLl 

123 

M-NS 

Screening 

40 

14.1 

4.5 

Normocytic 

31 

35 

88 

198 

5.50 



Enrollment 

40 

13.7 

4.3 

Norm ocy tic 

32 

34 

92 

171 

4.78 

124 

M-NS 

Screening 

45 

15.5 

5.1 

Normocytic 

31 

34 

89 

197 

5.35 



Enrollment 

41 

14.7 

4.7 

Normocytic 

31 

34 

92 

206 

5.33 

125 

M-NS 

Screening 

45 

■16.0 

5.5 

Normocytic 

30 

36 

83 

215 

10.19 



Enrollment 

46 

16.5 

5.3 

Normocytic 

31 

36 

88 

187 

7.37 

126 

M-NS 

Screening 

44 

15.0 

4.9 

Normocytic 

30 

34 

89 

220 

8.02 



Enrollment 

43 

14.9 

4.7 

Normocytic 

32 

34 

92 

189 

6.11 

127 

M-NS 

Screening 

46 

15.1 

4 3 

Nomiocyric 

29 

33 

87 

276 

6.65 



Enrollment 

42 

14.2 

4.7 

Normocytic 

30 

34 

88 

240 

5.94 

128 

M-NS 

Screening 

44 

14.5 

4.7 

Normocytic 

31 

33 

95 

343 

5.62 



Enrollment 

44 

14.5 

4.5 

Normocytic 

32 

33 

98 H 

323 

5.73 

129 

M-NS 

Screening 

41 

15 0 

5.0 

Normocytic 

30 

37 

81 

306 

8.35 



Enrollment 

42 

14.7 

5.0 

■ Normocytic 

29 

35 

83 

276 

8.81 

130 

M-NS 

Screening 

44 

14.9 

4.9 

Normocytic 

30 

34 

89 

236 

7.54 



Enrollment 

42 

14.4 

4.5 

Normocytic 

32 

34 

93 

195 

6.63 

131 

M-NS 

Screening 

49 

17.0 

54 

Normocytic 

32 

35 

90 

227 

5.65 



Enrollment 

49 

16.3 

5.3 

Normocytic 

31 

34 

91 

244 

4.01 

132 

M-NS 

Screening 

44 

15.1 

50 

Normocytic 

30 

34 

88 

240 

4.80 



Enrollment 

43 

15.3 

4.8 

Normocytic 

32 

35 

90 

207 

5.07 

133 

M-NS 

Screening 

39 

14.0 

4.4 L 

Normocytic 

32 

36 

88 

175 

4 08 



Enrollment 

39 

13.8 

4.5 

Normocytic 

31 

35 

88 

169 

4.63 

134 

M-NS 

Screening 

45 

15.3 

4.8 

Normocytic 

32 

34 

96 

206 

.3.58 L 



Enrollment 

44 

15.5 

4.6 

Normocytic 

34 

35 

96 

231 

5.77 

Subject Classification: M-NS= 

Male, Non-Smoker; M-S= 

=Male, Smoker; F-NS= 

Female. Non-Smoker; F-S=Female, Smoker. 
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PM3006630170 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-26 

Hematology Laboratory Data by Subject: CBC 
(Page 12 of 12) 


Subject 

Number 

Subject 

Classification 4 

Time point 

Hematocrit 

(%) 

Hemoglobin 

fe/dlt 

RBC 

IxlO'VuU 

RBC Moreholoev 

MCH 

(Pit) 

MCHC 

mu 


Platelets 

(xfOViiL) 

WBC 

(xIOVuU 

135 

M-NS 

Screening 

44 

14.7 

5.5 

Nonnocytic 

27 

33 

81 

217 

5.40 



Enrollment 

43 

14.5 

5.4 

Normocytic 

27 

34 

80 

202 

5.6! 

500 

F-NS 

Screening 

41 

13.7 

4.9 

Nonnocytic 

28 

34 

84 

364 

5.66 



Enrollment 

41 

14.0 

4.7 

Nonnocytic 

30 

34 

87 

301 

5.64 

501 

F-NS 

Screening 

40 

13.6 

4.6 

Normocytic 

29 

34 

87 

264 

8.02 



Enrollment 

40 

13.6 

4.6 

Normocyric 

30 

34 

87 

268 

6.16 

502 

F-S 

Screening 

41 

14 1 

4.4 

Normocytic 

32 

34 

94 

2X1 

11.50 II 



Enrollment 

42 

14.5 

4,4 

Normocytic 

33 

35 

95 

251 

8.97 

503 

F-S 

Screening 

40 

13.5 

4.3 

Normocyiic 

31 

34 

91 

284 

8.71 



Enrollment 

4t 

h.g 

4.6 

Normocytic 

30 

33 

9! 

271 

12.08 H 

504 

F-S 

Screening 

42 

14.2 

4.3 

Normocytic 

33 

34 

97 

331 

9.46 



Enrollment 

41 

13 9 

4.3 

Nonnocytic 

33 

34 

97 

320 

10 43 

505 

F-NS 

Screening 

38 

12.7 

4.5 

Noimocytic 

29 

33 

86 

249 

7.19 



Enrollment 

42 

13.9 

4.9 

Nonnocytic 

28 

33 

86 

270 

7.06 

506 

F-S 

Screening 

41 

13.8 

4.7 

Normocytic 

30 

34 

88 

253 

7,23 



Enrollment 

39 

13.9 

4.5 

Normocytic 

31 

35 

87 

210 

8.15 


a Subject Classification: M-NS=Mak, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker, F-S-Female, Smoker. 


Draft 1. 24 July 2002 


Page 14823 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 




PM3006630171 


RSR 

Protocol No. PM-845Q 

Covance CRU Study No. 12226-8450 


Lisling 16.5-27 

Hematology Laboratory Data by Subject: Differentia! Counts 
(Page 1 of 12) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

BASO Abs 
(xIO'/jiL) 

BASO % 

(%) 

EOS Abs 
(xl0'7|il.) 

EOS % 
_f%L 

LYMPH Abs 
(xlQYliL) 

LYMPH % 

MONO Abs 

MONO % 
J%) 

NEUT Abs 
fxIOVtit.) 

NEUT % 

_f%) 

001 

F-S 

Screening 

0.05 

0.4 

0.08 

0.7 

3.09 

25.8 

_. 

0.42 

3.5 

8.37 H 

69.7 



Enrollment 

0.00 

0.0 

0,10 

1.0 

3.45 

33.0 

0.63 

6.0 

6.17 

59.0 

002 

F-S 

Screening 

0.06 

0.7 

0.16 

1.9 

1.93 

23.6 

0.43 

5.3 

5.57 

68.4 



Enrollment 

0.07 

0.6 

0.20 

1.8 

1.90 

15.9 

0.47 

4.2 

8.63 H 

76.5 H 

003 

F-S 

Screening 

0.06 

0.8 

(J.I0 

1.2 

1.82 

23.4 

0.36 

4.6 

5.49 

70.1 



Enrollment 

0,04 

0.6 

0.10 

1.6 

1.71 

27.5 

0.35 

5.7 

4.01 

64.7 

004 

F-S 

Screening 

0 . 01 ? 

1.1 

0.10 

1 5 

240 

35.2 

0.33 

4.8 

3.91 

57.4 



Enrollment 

0.06 

0.6 

0.11 

U 

1.36 

13 .0 L 

0 47 

4.5 

8 43 11 

80 8 11 

005 

F-S 

Screening 

0.03 

0.5 

0.13 

1.8 

23 i 

330 

0.37 

5.2 

4.19 

59.6 



Enrollment 

0.05 

0.9 

0.16 

2.7 

1.79 

30.8 

0.29 

5.0 

3.52 

60.5 

006 

FS 

Screening 

0.07 

0.5 

0,22 

1.7 

3.75 

29.0 

0.48 

3.7 

8.39 H 

65.0 



Enrollment 

0.04 

0.5 

0.18 

2.2 

3.37 

406 

0.40 

4.8 

4.32 

SI.9 

007 

F-S 

Screening 

0.03 

0,4 

0,16 

1.8 

3.01 

34.9 

0.34 

3.9 

5.10 

59.! 



Enroll mem 

0.04 

0.5 

0.10 

1.3 

2.29 

29.0 

0.38 

4.8 

5.07 

64.3 

008 

F-S 

Screening 

0.03 

0.5 

0.07 

1.3 

1.78 

.32.0 

0.20 

3.6 

3.50 

62.7 



Enrollment 

0.04 

0.6 

0.08 

1.4 

1.80 

29.3 

0.29 

4.7 

3.94 

64.1 

009 

F-S 

Screening 

0.05 

0.8 

0.12 

2.2 

1.91 

35.1 

0.35 

6.5 

3.01 

55.4 



Enrollment 

0.04 

0.8 

0.13 

2.3 

1.37 

24.8 

0.28 

5.1 

3.73- 

67.2 

010 

r-s 

Screening 

0.06 

0.9 

0.10 

2.4 

1.92 

29.1 

0.27 

4.0 

4.19 

63.6 



Enrollment 

0.06 

1.1 

0.23 

3.9 

1.91 

32.7 

0.41 

7.0 

3.21 

55.3 

01! 

F-S 

Screening 

0.07 

0.8 

0.19 

2.0 

2,96 

31.8 

0.48 

5.1 

5.64 

<50.3 



Enrollment 

0.06 

0.7 

0 14 

1.7 

! ,85 

21.4 

0.48 

5.5 

6.14 

708 

OI2 

f-S 

Screening 

0.05 

0.6 

an 

1.2 

J .96 

22.0 

0.23 

2.6 

6.58 

73.7 



Enrollment 

0.07 

0.9 

0.10 

1.2 

1.75 

21.1 

0.31 

3.8 

6.05 

73.1 


8 Subject Classification: M-NS^Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Feniale, Smoker. 
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PM3006630172 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing J 6.5-27 

Hematology Laboratory Data by Subject: Differentia! Counts 
(Page 2 of 12) 


Subject 

Number 

Subject 

Classification' 1 

Timepoint 

BASO Abs 

(xio-Vni.) 

BASO% 

(%) 

EOS Abs 
fxIO’/uU 

EOS % 

i%L_ 

LYMPH Abs 
(xl0%l.) 

LYMPH % 
(%L 

MONO Abs 
(x Ifl’/yU 

MONO % 

(%) 

NEUT Abs 
(xlO-VnU 

NEUT % 

(%) 

on 

F-S 

Screening 

0.04 

0.7 

0.09 

1.5 

1.35 

22.6 

0.21 

3.6 

4.28 

71.6 



Enrollment 

0.03 

0.5 

0.08 

1.4 

1.24 

21.5 

0.30 

5.3 

4.10 

71.3 

014 

F-S 

Screening 

0.03 

0.3 

0.07 

0.9 

1.18 

14.2 L 

0.43 

5.1 

6.65 

79.6 H 



Enrollment 

0.02 

0.3 

0.09 

1.4 

1.53 

21.9 

0.38 

S.5 

4.91 

70.8 

015 

F-S 

Screening 

0.05 

0.6 

0.23 

* 2.5 

2.35 

24.8 

0.52 

5.4 

6.31 

66.7 



Enrollment 

0.05 

0.7 

0.20 

2.9 

2.04 

28.9 

0.47 

6,7 

4.31 

60.9 

016 

F-S 

Screening 

0.10 

1.0 

0.20 

1.9 

2.49 

23.3 

0.39 

3.7 

7,52 H 

70.2 



Enrollment 

0.08 

0.8 

0.20 

19 

2.15 

21.3 

0.38 

3.7 

7.31 tl 

72.3 

017 

F-S 

Screening 

0.06 

0.9 

0.08 

1.2 

\.7H 

25.7 

0.39 

5.6 

4.61 

66.6 



Enrollment 

0.05 

0.6 

0.08 

1.1 

2.03 

27.6 

036 

4.9 

4.83 

65.7 

018 

F-S 

Screening 

0.05 

0.5 

0.17 

1.9 

2.17 

24.3 

0.41 

4.6 

6.14 

68.7 



Enroll ment 

0.04 

0.4 

0 17 

1 8 

1.86 

196 

0.49 

5.2 

6.89 

72.9 

019 

F-S 

Screening 

0.04 

0.6 

on 

1.6 

2.38 

37.0 

0.31 

4.8 

3.61 

56.0 



Enrollment 

0.06 

0.8 

0.11 

1.5 

2.45 

33.2 

0.37 

5.0 

4.39 

59.5 

020 

F-S 

Screening 

0.04 

0.6 

0.04 

0.5 

1.41 

19.1 

0.50 

<5.7 

5.40 

73.1 



Enrollment 

0.00 

0.0 

0.08 

1.0 

1.08 

14.0 L 

0.31 

4.0 

6.22 

81.0 H 

021 

F-S 

Screening 

0.06 

0.6 

0.29 

3.1 

2.42 

25.6 

0.36 

3,9 

6.31 

66.8 



Enrollment 

0.05 

0.9 

0.28 

4.8 

2.10 

36.6 

0.4.3 

7.5 

2.88 

50.2 

022 

F-S 

Screering 

0.07 

0.7 

0.13 

1.3 

2.71 

28.1 

0.35 

3.6 

6.39 

66.2 



Enrollment 

0.05 

0.5 

0.08 

0.9 

3.10 

34.5 

0.41 

4.5 

5.37 

59.6 

023 

F-S 

Screening 

0.05 

0.5 

0.20 

1.9 - 

2.55 

24.9 

0.45 

4.4 

7.02 

68 3 



Enrollment 

0.07 

. 0.6 

0.16 

1.5 

1.98 

18.4 

042 

.3.9 

8.14 H 

75.6 11 

024 

l-S 

Screening 

0.12 

t.2 

0.39 

3.6 

3.39 

31.9 

034 

3.2 

6.38 

60.1 



Enrollment 

0.08 

0.7 

0.37 

3.0 

2.66 

22.0 

0.34 

2.8 

8.67 H 

71.5 


a Subject Clarification: M-NS^Male, Mon-Smoker; M-S=MaIe, Smoker; K-NS= Female. Non-Smoker; F-S=F'emale, Smoker 
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PM3006630173 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 3 of 12) 


Subject 

Number 

Subject 

Classification 11 

Timepoiiit 

BASO Abs 
(NlO ! /uU 

BASO % 

(%) 

EOS Abs 
(xIOVuU 

EOS % 

(%) 

LYMPH Abs 
(xIOVuL) 

LYMPH % 

{%> 

MONO Abs 
WO’/mL) 

MONO% 

(%) 

NEUTAbs 
. (xIO’/nL) 

NEUT % 

(%) 

025 

F-S 

Screening 

0.11 

0.7 

0.87 H 

5.3 

5.40 H 

33.2 

0.35 

2.2 L 

9.54 11 

58.6 



Screening (U) 

0.07 

0.4 

1.10 H 

7,4 H 

5.21 H 

34.9 

0.36 

2.4 L 

8.19 H 

54.9 



Enrollment 

0.05 

0.5 

0.04 II 

8.4 II 

3.57 

31.8 

0.30 

2.7 

6.36 

56.7 

026 

F-S 

Screening 

0.06 

0.9 

0.11 

1.6 

1.33 

19.5 

0.28 

4,2 

5.03 

73.9 



Enrollment 

0.0.3 

0.7 

0.11 

2,2 

1.16 

23.6 

0.31 

6.2 

3.33 

67.3 

027 

F-S 

Screening 

0.03 

0.8 

0.03 

0.8 

0.93 

23.2 

0.18 

4.8 

2.52 

68.4 



Enrollment 

0.06 

0.6 

0.05 

0.6 

2.26 

23.6 

0.42 

4.4 

6.76 . 

70.8 

028 

F-S 

Screening 

0.17 

1.6 

005 

0.3 

3.27 

29.5 

0.71 

6.4 

6.85 

620 



Enrollment 

0.06 

0.7 

0.01 

0.2 

2.23 

23.7 

1.12 H 

n.s ii 

6.0! 

63.7 

029 

F-S 

Screening 

0.03 

0.3 

0.13 

1.4 

2.75 

29.3 

0.45 

4-8 

6.02 

64.2 



Eii ro I In lent 

0.04 

0.5 

0.19 

2.4 

2.30 

29.3 

0.40 

5.1 

4.93 

62.7 

(BO 

F-S 

Screening 

0.04 

0.7 

0.11 

1.0 

2.37 

40.2 

0.29 

5.0 

3.07 

52.1 



Enrollment 

0.04 

0.8 

0.11 

2.2 

2.12 

44.5 

0.28 

5.8 

2.22 

46.6 

031 

F-S 

Screening 

0.03 

0.5 

0.06 

U 

1.73 

32.1 

0.27 

5.0 

3.30 

61.3 



Enrollment 

0.03 

0.5 

0.07 

11 

2.04 

32.8 

026 

4.1 

3.83 

61.3 

032 

F-S 

Screening 

0.05 

0.6 

0,10 

1.4 

2.52 ■ 

34.8 

0.25 

3.4 

4.32 

59.7 



Enrollment 

0.06 

0.7 

0.16 

2.1 

2.19 

28.4 

0.21 

2.7 

5.09 

66.1 

033 

F-S 

Screening 

0.07 

1.0 

0.12 

1.8 

1.87 

26.7 

0.31 

4.4 

4.62 

66.1 



Enrollment 

0.04 

0.3 

0.13 

u 

1.31 

11 5 L 

0.44 

3.8 

9.46 H 

83.2 11 

034 

F-S 

Screening 

0.09 

1.1 

0.11 

1.3 

2.29 

26.9 

0.55 

6.5 

5.47 

64.2 



Enrollment 

OOP 

0.9 

Oil 

1.2 

2.52 

270 

085 

9.1 

5.78 

61-8 

035 

F-S 

Screening 

0.03 

0.4 

0.10 

1.2 

2.75 

31.1 

0.34 

3.9 

5.61 

63.5 



Enrollment 

0.03 

0.4 

0.20 

2.1 

2.76 

30,3 

0.38 

42 

5.74 

63.0 

036 

M-S 

Screening 

0.04 

0.7 

0.10 

1.5 

1.61 

25.4 

0.35 

3.4 

4.27 

67.0 



Enrollment 

0.05 

0.8 

0.17 

2.8 

1.62 

26.9 

0.34 

5.6 

3.87 

64.1 


3 Subject Classification: M-NS-Male, Non-Smoker; M-S=Ma!e, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630174 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 4 of 1 2) 


Subject 

Number 

Subject 

Classification’ 

Timepoint 

BASO Abs 
(xIO'/jiL) 

BASO % 

_ m _ 

EOS Abs 
(xIO'/jiL) 

EOS % 

r/.i 

LYMPH Ate 
fxlOVuL) 

LYMPH % 

(%) 

MONO Ate 
(xIOVmL) 

MONO % 

__ _J%L _ 

NEUT Abs 

_ fxlO'.^uLJ _ 

NEL'T% 

037 

M-S 

Screening 

0.03 

0.6 

0.13 

2.4 

2.20 

39.9 

0.3! 

5.6 

2.83 

_ 

51.5 



Enrollment 

002 

0.6 

0.09 

2.2 

1.63 

41.6 

0.38 

9.6 

1.80 L 

46.0 

038 

M-S 

Screening 

0.04 

0 7 

0.06 

1.2 

1.61 

30.8 

0.39 

7.4 

3.12 

59.9 



Enrollment 

0.04 

0.7 

0.13 

2.4 

1.47 

27.3 

0.38 

7.0 

3.37 

62.6 

039 

M-S 

Screening 

0.10 

J . i 

0.12 

1.3 

2.82 

31.1 . 

0.53 

5.8 

551 

60.7 



Enrollment 

0.00 

0.0 

0.09 

L0 

2.86 

32.0 

0.54 

6.0 

5.46 

61.0 

040 

M-S 

Screening 

0.07 

07 

0.16 

1.7 

2 18 

22.4 

0 40 

4 1 

6 96 

71.2 



Enrollment 

0.08 

1.0 

0.15 

2.0 

1.86 

25.4 

0.37 

51 

4.86 

66.4 

041 

M-S 

Screening 

0.18 

2.6 H 

0.40 


2.0 i 

29.3 

0.47 

6.8 

3.79 

55.3 



Enrollment 

0.22 H 

2.2 H 

0.34 

3.5 

1.96 

19.9 

0.46 

4.7 

6.86 

69 8 

042 

M-S 

Screening 

0.08 

1.0 

0.15 

1.9 

1.49 

19.6 

0.33 

4.3 

5.55 

73.2 



Enrollment 

0.07 

1.3 

0.11 

2.0 

1.47 

27.0 

0.36 

6.6 

3.43 

63.0 

043 

M-S 

Screening 

0.11 

1.1 

0.14 

1.3 

3.44 

33.4 

0.94 H 

9.1 

5.65 

55.0 



Enrollment 

0.00 

0.0 

0.58 H 

5.0 

5.41 H 

47.0 

0.35 

3.0 

5.18 

45.0 

044 ^ 

M-S 

Screening 

0.04 

0.6 

O.Og 

1.3 

2.27 

35.4 

0.39 

6.1 

3.63 

56.6 



Enrollment 

0 03 

0.5 

010 

1.8 

2.61 

48.8 H 

0.36 

6.8 

2.25 

42.0 

045 

M-S 

Screening 

0.07 

1.3 

0.02 

0.5 

1.02 

20.6 

0.35 

7.1 

3.52 

70.6 



Enrollment 

0.03 

0.8 

0.07 

1.7 

1.00 

22.3 

0.48 

10.8 11 

2.89 

64.5 

046 

M-S 

Screening 

0.03 

0.5 

0.14 

2.0 

2.74 

38.7 

0.43 

6.0 

3.76 

52.9 



Enrollment 

0.05 

0.7 

0.13 

1.6 

3.14 

40.5 

0.48 

6.2 

3.95 

50.9 

047 

M-S 

Screening 

0.09 

1.3 

0.08 

1.2 

2.01 

28.4 

0.52 

7,4 

4.36 

61.8 



Enrollment 

0.00 

0.0 

0.05 

1.0 

1.91 

38.0 

0.40 

8.0 

2.66 

53.0 

048 

M-S 

Screening 

0.05 

0.7 

0.08 

1.2 

2.08 

31.2 

0.43 

6.5 

4.03 

60.4 



Enrollment 

0.06 

1.1 

0.08 

1.5 

1.71 

31.8 

0.28 

5.3 

3.23 

60.2 

Subject Classification: M-NS=Ma1e, Non-Smoker: M-S- 

-Male. Smoker; F-NS- Female, 

Non-Smoker; F-S- 

^Female. Smoker. 








Draft 1:24 July 2002 
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PM3006630175 


RSR 

Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

DASOAbs 

(Xio-Vul,} 

BASO % 
(%) 

EOS Abs 
(xIOVnU 

EOS % 
(%) 

LYMPH Abs 
_(xIO'/ltLJL 

LYMPH % 

_J%)__ 

MONO Abs 
(xiovuu 

MONO % 
(%) 

NEUTAbs 

fxlOYuU 

NEUT% 

{%) 

049 

M-S 

Screening 

0.07 

0.9 

0.32 

4.2 

2 59 

34.1 

0.38 

5.0 

4.24 

55.8 



Enrollment 

0.05 

0.8 

0.28 

4.5 

2.49 

40.9 

0,38 

6.3 

2.90 

47.5 

050 

M-S 

Screening 

0.07 

1.3 

0.12 

2.4 

1.72 

33.6 

0,38 

7.4 

2.84 

55.4 



Enrollment 

0.05 

0.8 

0.33 

5.5 

2.06 

33.9 

0.35 

5.7 

3.30 

54.1 

051 

M-S 

Screening 

0.11) 

1.7 

0.32 

5.4 

1.68 

28.7 

0.42 

7.2 

3.33 

56.9 



EiuulUueiiL 

0.00 

0.0 

0,38 

9.0 H 

1.81 

43.0 

0.25 

6.0 

1.76 L 

42.0 

052 

M-S 

Screening. 

003 

0.6 

0.04 

08 

2.17 

40.1 

0.28 

5.1 

2.87 

53.3 



Enrollment 

0.03 

0.6 

0.04 

0.9 

205 

40.8 

0.26' 

5.1 

2.64 

52.6 

053 

M-S 

Screening 

0.14 

2.2 II 

0.12 

1.8 

i.82 

28.2 

0.39 

6.1 

3.97 

61.6 



Enrollment 

0.07 

0.8 

0.09 

1.0 

2.13 

24.0 

0.53 

6.0 

6.06 

68.2 

054 

M-S 

Screening 

0.04 

0.5 

0.33 

4,7 

2.14 

30.5 

0.37 

5.3 

4.15 

50 O 



Enrollment 

0.05 

06 

0.20 

2.7 

2.20 

29.2 

0.50 

66 

4.S9 

60.9 

055 

M-S 

Screening 

0.14 

1.7 

0.05 

0.6 

1.86 

22.8 

0.38 

4.7 

'5.72 

70.2 



Enrollment 

0.07 

0.9 

0.12 

16 

1.58 

20.9 

0.66 

8.7 

5.14 

67.9 

056 

M-S 

Screening 

0.03 

0.4 

0.07 

0.8 

3.33 

37.5 

0.36 

4.1 

5.08 

57.2 



Enrollment 

0.05 

0.6 

0.09 

1.1 

2.83 

36.6 

0.27 

35 

4.48 

58.0 

057 

M-S 

Screening 

0.00 

0.7 

0.25 

3.1 

3.16 

39.7 

0.58 

7.3 

3.91 

49.2 



Enrollment 

0.08 

1.0 

0.26 

3.3 

3.95 

50.5 H 

0.53 

6.8 

3.01 

38.5 l 

OSS 

M-S 

Screening 

0.00 

1.0 

0.04 

0.7 

1.39 

25.1 

0.37 

5.9 

4.28 

67.4 



Enrollment 

0.07 

1.4 

0.N 

2.2 

1.46 

28.5 

0.30 

5.9 

3.17 

62.0 

059 

M-S 

Screening 

. 0.14 

2.3 H 

0.22 

3.7 

1.67 

27.8 

0.42 

6.9 

3.56 

59.2 



Enrollment 

0.03 

06 

0.10 

1.9 

2.50 

49,5 H 

0.48 

9.5 

1.94 L 

38.5 L 

ObO 

M-S 

Screening 

0.0.3 

0.5 

0.12 

1.9 

2.13 

32.7 

0.59 

9.1 

3.66 

55.9 



Enrollment 

0.06 

1.0 

0.11 

1.7 

2.02 

30.6 

0.46 

7.0 

3.94 

59.7 


3 Subject Classification: M-NS=Male., Non-Smoker: M-S=MaJe, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker 
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PM3006630176 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 6 of 12) 


Subject 

Subject 


BASO Abs 

BASO % 

EOS Ate 

EOS % 

LYMPH Abs 

LYMPH % 

MONO Abs 

MONO"/. 

NEUT Abs 

NEUT % 

Number 

Classification’ 

Ttmepoint 

(xIOVhL) 

J%I_ 

(xlO'VpL) 

(%) 

(xIO’/uL) 

m 

(xlO'VuL) 

(%]_ 

(xlO-'/uL) 

i%]_ 

061 

M-S 

Screening 

0.09 

11 

0.16 

2.1 

3.57 

44.7 

0.50 • 

6.3 

3.66 

45.8 



Enrol Jment 

0.09 

1.2 

0.14 

1.9 

3.58 

47.7 

0.34 

4.5 

3.35 

44.7 

062 

M-S 

Screening 

0.07 

0.6 

0,13 

1.0 

2.51 

20.1 

0.59 

4.7 

9.21 H 

73,6 



Enrollment 

0.07 

0.7 

0.21 

2.1 

2.37 

23.7 

0.59 

5.9 

6.74 

67.5 

063 

M-S 

Screening 

0.08 

1.0 . 

0.12 

1.6 

1.98 

25.2 

0.64 

8.1 

5.03 

64.1 



Em oilman 

0.08 

1.2 

0.16 

2.6 

1.60 

25.2 

0.47 

7.4 

4.05 

63.7 

065 

M-S 

Screening 

o.m 

0,7 

0.19 

4 2 

1 67 

36.5 

0.39 

8.5 

2.30 

50.1 



Enrollment 

0.05 

0.8 

0.26 

4.3 

244 

40.2 

0.37 

6.2 

2.95 

48.6 

066 

MS 

Screening 

0.04 

0.4 

0.0? 

0.7 

3.24 

30.2 

0.32 

3.0 

7.04 

65,7 



Enrollment 

0.05 

0.5 

0.13 

1.3 

3.17 

30.6 

0.41 

3,9 

6.62 

63.8 

0G7 

MS 

Screening 

0.10 

IS 

0.29 

4.5 

1.43 

22.5 

0.47 

7.3 

4.1 1 

64.i 



Enrollment 

0.10 

1.5 

0.24 

3.8 

1.49 

23.4 

0.44 

70 

4.i n 

64 3 

068 

M-S 

Screening 

0.06 

0.6 

0.10 

1.0 

3.00 

30.8 

0.30 

3.1 

6.29 

64.5 



Enrollment 

0.07 

0.7 

0.15 

1.4 

2.70 

25.8 

0.36 

3.4 

7.18 

68.7 

069 

M-S 

Screening 

0.06 

0.6 

0.60 H 

5.7 

2.48 

23.6 

0.75 

7.1 

6.62 

6.3.0 



Enrollment 

0.13 

1.1 

1.00 H 

8.6 H 

4.12 

35.2 

0.93 H 

7.9 

5.53 

47.2 

071 

F-NS 

Screening 

o.as 

O.R 

0.14 

2.1 

2.57 

38.5 

0.37 

5.5 

3.54 

53.1 



Enrollment 

002 

0.4 

0.21 

3.9 

2.07 

39.5 

0.37 

7,0 

2.58 

49.2 

072 

F-NS 

Screening 

0.03 

0.6 

0.08 

1.5 

1.56 

31.2 

0.22 

4.4 

3.12 

62.3 



Enrollment 

0.01 

0.5 

0.09 

2.9 

1.11 

3S.4 

0.13 

4.1 

1.79 L 

57.2 

073 

F-NS 

Screening 

0,05 

0.8 

0.39 

2.7 

1.80 

26.2 

0.32 

4.6 

4.54 

65.8 



F,nrollment 

0.03 

0.5 

0.16 

2.6 

1.82 

30.1 

0.29 

4.8 

3.77 

62.1 ' 

074 

F-NS 

Screening 

0.02 

0.2 

0.04 

0.4 

2.13 

21.1 

0.26 

2.6 

7.66 H 

75.8 H 



Enrollment 

0.03 

0.4 

0.13 

1.6 

2.12 

25.9 

0.38 

4.7 

5.51 

67.4 

Subject Classification: M-NS- 

‘Male, Non-Smoker; M-S= 

-Male, Smoker; F-NS= Female, Non-Smoker; F-S= 

Female. Smoker 
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PM3006630177 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject; Differential Counts 
(Page 7 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

BASOAbs 

(xIOVuL) 

BAS07. 

(%) 

EOS Abs 
OilOVliU 

EOS % 

<%) 

LYMPH Abs 

(xlOVnO 

LYMPH % 
(%) 

MONO Abs 
(xioYuU 

MONO % 
(%) 

NEUT Abs 

(xlOVuU 

NF.UT % 

_1%) 

075 

F-NS 

Screening 

0.06 

1.3 

0.05 

1.1 

2.66 

59.5 H 

0.18 

4.1 

1.52 L 

34.0 L 



Enrollment 

0.04 

0.8 

0.14 

2.7 

2.39 

48.2 

0.15 

3.1 

2.24 

45.1 

076 

F-NS 

Screening 

0.04 

0.4 

0 19 

20 

3.31 

34.0 

0.34 

3.5 

5 83 

60.0 



Enrollment 

005 

0.5 

0.27 

2.7 

3.38 

33.6 

0.41 

4.1 

5.96 

59.2 

077 

F-NS 

Screening 

0.04 

0.5 

0.08 

0.8 

3.03 

31.7 

0.49 

5.1 

5.94 

62.0 



Enrollment 

0.00 

0.0 

0.00 

0.0 

3.31 

60.0 H 

0.U6 L 

1.0 L 

2.15 

39.0 L 

078 

F-NS 

Screening 

0.04 

0.8 

0.23 

5.0 

1.51 

32.6 

0.25 

5.3 

2.61 

S0.3 



Enrollment 

0.00 

0.0 

030 

9 0 H 

2 12 

63.0 H 

0 10 1, 

3 0 

0.78 LT 

23.0 L 

079 

F-NS 

Screening 

0.05 

0.7 

0.14 

1.8 

2.09 

27.4 

0.36 

4.8 

4.98 

65.3 



Enrollment 

0.06 

1.0 

0.12 

2.0 

1.81 

29.1 

0,40 

6.4 

3.83 

61.5 

080 

F-NS 

Screening 

0.07 

0.9 

0.18 

2.5 

2.70 

37.3 

0.40 

5.5 

3.89 

53.7 



Enrollment 

0.06 

0.9 

0.13 

1.8 

2.30 

34.3 

0.41 

6.1 

3.83 

56.9 

081 

F-NS 

Screening 

0.06 

1.3 

0.02 

0.4 

1.47 

34.4 

030 

7.0 

2.44 

56.8 



Enrollment 

0.04 

0.9 

003 

0.8 

150 

35.8 

0.30 

7.1 

2.33 

55.4 

082 

F-NS 

Screening 

0.03 

0.6 

0.08 

1.6 

1.97 

38.7 

0.35 

6.8 

2.67 

52.3 



Enrollment 

0.03 

0.7 

0.07 

1.8 

1.74 

42.3 

0.27 

6.6 

2.01 

' 48.6 

083 

F-NS 

Screening 

0.05 

0.7 

0.04 

0.3 

1.74 

25.7 

0.23 

3.5 

4.71 

69.6 



Errol Iment 

0.04 

05 

0.09 

1.2 

1 93 

25.2 

0,20 

2.6 

5.40 

70.5 

064 

F-NS 

Screening 

0.07 

15 

0.09 

2.1 

1.63 

37.2 

0.30 

7.0 

2.29 

52.2 



Enrollment 

0.04 

u 

0.08 

2.0 ■ 

1.32 

31.9 

0.35 

8.4 

2.35 

56.6 

085 

F-NS 

Screening 

0.04 

0.6 

0 14 

2.1 

T 89 

28 8 

0.52 

8.0 

3.97 

60.5 



Enrollment 

0.07 

1.0 

0.35 

5.0 

2.16 

31.0 

0.35 

5.0 

4.04 

58.0 

086 

F-NS 

Screening 

0.03 

0.4 

0.11 

15 

2.07 

27.5 

0.42 

5.6 

4.91 

65.1 



Enrollment 

0.03 

0.5 

0.12 

2.3 

1.75 

34.6 

0.38 

7.4 

2.79 

55.2 

a Subject Classification; M-NS= 

“Male. Non-Smoker; M-S' 

=Male, Smoker; F-NS= Female. Non-Smoker; F-S- 

-Female. Smoker 
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PM3006630178 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 8 of 12) 


Subject 

Number 

Subject 

Classification 8 

Titncpoint 

BASO Abs 
(xl0V|tL) 

BASO % 

TO 

EOS Abs 

(xIO’/mU 

EOS% 

j%i_ 

LYMPH Abs 
(xl0 3 /(lL) 

LYMPH % 
(%) 

MONO Abs 
(xIOVjiL) 

MONO % 
J%) 

NEUT Abs 
(xlOVnL) 

NEUT % 
_t%) 

087 

F-NS 

Screening 

0.12 

1.6 

0.16 

2.2 

2.10 

28.4 

0.44 

3 9 

4.58 

62.0 



Enrollment 

0.10 

1.7 

0.14 

2.6 

2.21 

39.7 

0.35 

6.2 

2.78 

49.8 

088 

F-NS 

Screening 

0.02 

0.5 

0.02 

0.5 

1.48 

30.9 

0.24 

5.1 

3.02 

63.0 



Enrollment 

0.02 

0.6 

0.02 

0.6 

1.34 

31.7 

0.32 

7.6 

2.52 

59.6 

089 

P-NS 

Screening 

0.08 

1.2 

0.12 

1.9 

2.94 

45.3 

0.38 

5.9 

2.97 

45.7 



Enrollment 

0.05 

1.0 

0.15 

2.9 

2.25 

44.9 

0.45 

9.0 

2.12 

42.3 

090 

F-NS 

Screening 

006 

0.9 

ft. 17 

2.5 

227 

32,0 

0.27 

3.8 

4.31 

60.8 



Enrollment 

0.05 

08 

0.14 

2.3 

1.77 

28.0 

0.24 

3.8 

4.11 

65.0 

091 

F-NS 

Screening 

0.05 

0.8 

0.33 

5.3 

1 91 

30.6 

0.35 

5.6 

3.61 

57.7 



Enrollment 

005 

0.8 

0.39 

- 6.0 

1.87 

28.9 

0.63 

9.8 

3.53 

54.7 

092 

F-NS 

Screening 

0.04 

0.9 

0.03 

0.6 

1.67 

33.2 

0.29 

5.7 

3.0ft 

59.5 



Enrollment 

0.05 

0.8 

007 

1.2 

1.61 

27.3 

0.37 

6.2 

3.82 

64.6 

093 

F-NS 

Screening 

0.05 

1.1 

0.17 

4.0 

1.76 

41.7 

0.24 

5.6 

2.02 

47.7 



Enrollment 

0.05 

l.l 

0.15 

3.3 ■ 

1.73 

37.3 

0.22 

4.6 

2.50 

53.7 

094 

F-NS 

Screening 

0.00 

0.0 

0.09 

2.0 

1.98 

46.0 

0.34 

S.O 

1.51 L 

35.0 L 



Enrollment 

0.03 

0.4 

0.06 

0.8 

2.57 

34.3 

0.35 

4.6 

4.52 

60.0 

095 

F-NS 

Screening 

0.03 

0.4 

0.06 

0.9 

2.16 

32.5 

0.31 

4.7 

4.09 

61.5 



Enrollment 

0.03 

0.5 

0.10 

1.8 

1.60 

26.8 

0.33 

5.6 

3.88 

65.3 

090 

F-NS 

Screening 

0.03 

0.4 

0.09 

1.2 

2.85 

39.7 

0.30 

4.2 

3.93 

54.0 



Enrollment 

0.06 

0.8 

0.08 

f.2 

2.74 

40,3 

0.39 

5.8 

3.52 

51.8 

097 

F-NS 

Screening 

0.09 

i.i 

0,06 

0.7 

2.74 

33.1 

0.25 

3.0 

5.16 

62.2 



Enrollment 

0.05 

0,7 

0.06 

0.7 

2.72 

33.8 

0.26 

3.3 

4.95 

61.6 

098 

F-NS 

Screening 

0.03 

0.5 

0.04 

0.8 

1.33 

26.1 

0.24 

4.7 

3.44 

67,9 



Enrollment 

0.04 

0.7 

0.06 

0.9 

.1.84 

30.1 

0.27 

4.4 

3.90 

64.0 

Subject Classification: M-NS= 

■Male, Non-Smoker' M-S' 

=Male, Smoker; F-NS= Female, Non-Smoker; F-S= 

^Female, Smoker 
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PM3006630179 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page 9 oft 2) 


Subject 

Number 

Subject 

Classification' 

Timepoint 

BASO Abs 
(MO’/uL) 

BASO % 

{%) 

EOS Abs 
fxIOVjiL) 

EOS% 

J.%1 

LYMPH Abs 
fxIOVuL) 

LYMPH % 
<%) 

MONO Abs 
(xIOVjjL) 

MONO % 

(%> 

NEUTAbs 

(xIOVjil.) 

NLIJT % 
(%) 

099 

F-NS 

Screening 

0.04 

0.5 

0.10 

1.3 

1.65 

22.2 

0.29 

3.9 

5.34 

72,0 



Enrollment 

0.05 

0.9 

0.13 

2.1 

2.09 

36.6 

0.35 

6.1 

3.07 

53.9 

100 

F-NS 

Screening 

0.02 

0.4 

0.08 

1.4 

1.75 

31.2 

0.42 

7.6 

3.30 

59.2 



Enrollment 

0.05 

0.9 

0.09 

1.5 

1.62 

28.2 

0.31 

5.4 

3.66 

64.0 

toi 

F-NS 

Screening 

0.02 

0.2 

0.18 

2.2 

2.61 

31.4 

038 

4.6 

5.12 

61 6 



Enrollment 

0.04 

0.4 

0.2! 

2.2 

3.05 

31.5 

0.50 

5.1 

5.B9 

60. b 

102 

F-NS 

Screening 

0.06 

0.9 

0.13 

1.8 

2.26 

32.5 

0.30 

4.3 

4.18 

60.3 



Enrollment 

0.04 

0.6 

0.17 

2,9 

2.07 

34,7 

0.34 

5.8 

3.33 

55.9 

103 

F-NS 

Screening 

0.02 

0.3 

0.05 

n £. 
w.u 

2;43 

33.1 

0.45 

6.2 

4.37 

59.7 



Enrollment 

0.00 

0.0 

0.27 

4.0 

2.40 

35.0 

0.27 

4.0 

3.92 

57.0 

104 

M-NS 

Screening 

0.05 

1.0 

0.10 

1.8 

2.67 

49.} H 

0.32 

6.0 

2.25 

41.8 



Enrollment 

0.07 

1.1 

0.06 

0.9 

2.94 

46.5 

0.43 

6.8 

2.82 

,.44,6 

105 

M-NS 

Screening 

0.04 

0.9 

0.08 

1.7 

1.73 

33.9 

0.36 

7.1 

2.87 

56.4 



Enrollment 

0.04 

(J.S 

0.08 

1.6 

1.96 

40.0 

0.38 

7.7 

2.45 

49.9 

106 

M-NS 

Screening 

0.05 

0.7 

D.II 

1.8 

2.76 

43.3 

0.35 

5.5 

3.09 

48.6 



Enrollment 

0.07 

1.2 

0 10 

17 

2 89 

4S 1 

0.35 

5.8 

2.60 

43 3 

107 

M-NS 

Screening 

0.02 

0.4 

0.06 

u 

2.17 

38.1 

0.34 

6.0 

3.11 

54.5 



Enrollment 

0.03 

0.7 

0.07 

1.4 

2.01 

39.4 

0.42 

8.2 

2.56 

50.3 

IOS 

M-NS 

Screening 

0.09 

].( 

0.1.1 

1.6 

1.80 

22.6 

0.41 

5.2 

5.52 

09.5 



Enrollment 

0.04 

0.5 

O.I4 

1.9 

2.49 

33.1 

0.46 

6,2 

4.40 

58.4 

109 

M-NS 

Screening 

o.os 

0.8 

0.12 

1.3 

1.87 

19.0 

0.76 

7.8 

6.99 

71.1 



Enrollment 

0.08 

1.4 

0 10 

1.8 

1.86 

32.0 

0.33 

5.6 

344 

59.2 

110 

M-NS 

Screening 

0.03 

0,4 

0.17 

2.6 

1.85 

30.3 

0.37 

6.2 

3.66 

60.3 



Enrollment 

0.05 

0.9 

0.06 

1.0 

1.91 

30.8 

0.37 

6.0 

3.81 

61.4 


* Subject Classification: M-NS^Male, Non-Smoker; M-S=Male. Smoker; F-NS" Female, Non-Smoker: F-S=Femafe. Smoker. 
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PM3006630180 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Courts 
(Page 10 of 12) 


Subject 

Number 

Subject 

Classification 3 

Tjmcpoint 

BASO Abs 
(xlOVnL) 

BASO % 

(%) 

EOS Abs 
<xl07 M L) 

EOS % 

(%) 

LYMPH Abs 
(xIOVuL) 

LYMPH % 
(%]_ 

MONO Abs 
(xIO'/mL) 

MONO % 

J%) 

N CUT Abs 
(xIOVuL) 

NEUT' 

(%) 

in 

M-NS 

Screening 

0.04 

0.4 

005 

0.6 

1.34 

13.7 L 

0.26 

2.6 

8.17 H 

82.8 H 



Enrollment 

0.04 

0.9 

0.06 

1.2 

1.32 

26.9 

0.43 

8.8 

3.06 

62.3 

112 

M-NS 

Screening 

0.03 

0.4 

0.06 

0.8 

1.52 

20.9 

0.37 

5.1 

5.31 

72.8 



Enrollment 

0.02 

0.5 

0.10 

2.1 

1.34 

27.1 

0.46 

9.3 

3.02 

61.0 

1J3 

M-NS 

Screening 

0.05 

0.8 

0.04 

0.7 

1.52 

28.2 

0.21 

3.9 

3.57 

66.4 



Enrollment 

0.05 

1.0 

0.04 

1.0 

1.15 

25.5 

0.35 

7.7 

2.91 

64.7 

114 

M-NS 

Screening 

0.02 

0.6 

0.08 

2.1 

1.28 

31.6 

0.27 

6.6 

2.39 

59.1 



Enrollment 

0.04 

08 

0.08 

1.6 

1.42 

30.7 

0.29 

6.3 

2.79 

60.6 

115 

M-NS 

Screening 

0.07 

1.2 

0.1! 

1.9 

i .93 

33.4 

0.39 

6.7 

3.29 

56.8 



Enrollment 

0.05 

0.8 

0.14 

2.0 

1.73 

24.8 

0.43 

6.1 

4.61 

66.3 

116 

M-NS 

Screening 

0.04 

0.6 

0.10 

1.4 

2.20 

32.6 

0-54 

7.9 

3.88 

57 5 



Enrollment 

0.03 

0 7 

no? . 

1.7 

1.41 

34.8 

0.33 

8.0 

224 

54.8 

117 

M-NS 

Screening 

0.07 

0.9 

0.03 

0.5 

1.01 

13.9 L 

0.38 

5.2 

5.78 

79.5 H 



Enrollment 

0.07 

1.4 

0.05 

1.0 

1.04 

21.3 

0.29 

6.0 

3.45 

70.3 

1 IS 

M-NS 

Screening 

0.03 

0.4 

0.14 

1.9 

1.84 

25.2 

0.57 

7.8 

4.74 

64,7 



Enrollment 

0.04 

0.7 

0.14 

2.3 

1.28 

21.7 

0.42 

7.1 

4.04 

68,1 

119 

M-NS 

Screening 

0.06 

1.2 

0.10 

2.1 

1.61 

33.4 

0.32 

6.6 

2.74 

56.7 



Enrollment 

0.06 

1.1 

0.10 

2.0 

1.96 

39.3 

0.24 

4.9 

2.62 

52.7 

120 

M-NS 

Screening 

0.03 

0.7 

0.03 

0,7 

1.27 

27.3 

0.27 

5.9 

3.03 

65.3 



Enrollment 

0.02 

0.4 

0.06 

1.6 

1.78 

42.6 

0.28 

6.6 

2.03 

48.8 

121 

M-NS 

Screening 

0.04 

0.8 

0.11 

2.1 

1.84 

35.7 

0.26 

5.1 

2.90 

56.3 



Enrollment 

0.04 

0.7 

0.19 

2.9 

2.5! 

38.8 

0.40 

62 

3.33 

51.4 

122 

M-NS 

Screening 

0.05 

1.0 

0.10 

2.0 

2.00 

40.2 

0.47 

9.5 

2.36 

47.4 



Enrol line ill 

0.05 

0.8 

0.11 

1.9 

2.34 

39.0 

0.63 

10.5 H 

2.86 

47.9 


3 Subject Classification: M-NS-Male, Non-Smoker; M-S=M»te, Smoker; F-NS- Female, Non-Smoker; F-S~Femate, Smoker. 
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PM3006630181 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology Laboratory Data by Subject: Differential Counts 
(Page U of 12^ 


Subject 

Subject 


BASO Abs 

BASO % 

EOS Abs 

EOS % 

LYMPH Abs 

LYMPH % 

MONO Abs 

MONO % 

NEUT Abs 

NEIJT % 

Number 

Classification' 

Timepoint 

fxKf/uL) 

(%) 

(xIO'YuL) 

(%) 

fxIO'/pL) 

(%L 

(xIOVuL) 

<%L 

(xIOVuL) 

(%1 

123 

M-NS 

Screening 

0.05 

1.0 

0.18 

3.2 

1.46 

26.6 

0.28 

5.1 

3.53 

64.1 



Enrollment 

0.04 

0.9 

0.11 

2.2 

1.42 

29.6 

0.25 

5.3 

2.96 

62.0 

124 

M-NS 

Screening 

0.06 

i.i 

0.20 

3.8 

1 89 

35.4 

0.38 

7.2 

2.80 

52.4 



Enrollment 

0.06 

u 

0.19 

3.6 

2.13. 

39.9 

0.31 

5.9 

2.64 

49.5 

125 

M-NS 

Screening 

006 

0.6 

0.23 

2.3 

2.32 

22.8 

0.43 

•4.2 

7.15 

70.2 



Enrollment 

0.04 

0.6 

0.21 

2.9 

2.19 

29.7 

0.39 

5.3 

4.54 

61.5 

120 

M-NS 

Screening 

003 

0.3 

0.02 

0.3 

2.13 

26.6 

0.38 

4.8 

5.45 

68.0 



Enrollment 

0,02 

0.4 

0.04 

0.7 

2.17 

35.4 

0.44 

7.2 

3.44 

56.3 

127 

M-NS 

Screening 

0.06 

1.0 

0,06 

0,9 

1 .so 

27.0 

0.57 

8.6 

4.16 

62.6 



Enrollment 

0.06 

1.0 

0.08 

1.3 

1.97 

33.2 

0.44 

7.5 

3.38 

57.0 

128 

M-NS 

Screening 

0.04 

0,7 

0.13 

2.3 

1.24 

22.0 

0.44 

7.9 

3.77 

G7.I 



Enrollment 

0.04 

0.7 

0.11 

2.0 

1.54 

26.8 

0.44 

7.6 

3.61 

630 

129 

M-NS 

Screening 

0.09 

1.0 

0.07 

0.9 

3.11 

37.3 

0.46 

5.5 

4.62 

55.3 



Enrollment 

0.05 

0.6 

0.10 

1.2 

3.02 

34.2 

0.76 

8.7 

4.87 

55.3 

130 

M-NS 

Screening 

0.07 

0.9 

o.n 

1.5 

2.13 

28.3 

0.48 

6.3 

4.75 

63.0 



Enrollment 

0.12 

19 

0 17 

2.6 

209 

31 6 

0.57 

8.6 

3.67 

55.4 

131 

M-NS 

Screening 

0.00 

0.0 

0.06 

1.0 

1.53 

27.0 

0.45 

8.0 

3.62 

64.0 



Enrollment 

0.06 

1.4 

0.13 

3.2 

1.37 

34.1 

0.25 

6.3 

2.21 

55.1 

132 

M-NS 

Screening 

0.05 

1.1 

0.31 

6.4 

1.69 

35.3 

0.28 

5.8 

2.46 

51.4 



Enrollment 

0.00 

1.8 

0.41 

8.1 H 

1.66 

32.6 

0.30 

5.8 

2.62 

51.7 

133 

M-NS 

Screening 

0.04 

1.0 

0.11 

2.8 

2.05 

50.1 H 

0.32 

7.8 

1 57 I, 

38.3 L 



Enrollment 

0.06 

1.2 

0.16 

3.4 

2.12 

4S.8 

0.32 

7.0 

1.97 

42.6 

134 

M-NS 

Screening 

0.00 

0.0 

0.07 

2.0 

1.25 

35.0 

0.18 

5.0 

1.72 L 

48 .Cl 



Enrollment 

0.04 

0.7 

0.07 

1.3 

3.39 

58.7 II 

0.39 

(j.8 

f.fig L 

32.6 la 


a Subject Classification: M-NS=Male. Non-Smoker; M'S=Male. Smoker; F*NS= Female, Non-Smoker; F-S^Female. Smoker. 
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PM3006630182 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-27 

Hematology laboratory Data by Subject: Differential Counts 
(Page 12 of 12) 


Subject 

Number 

Subject 

Classification 2 

Timepoint 

BASO Abs 

OclOV.J 

BASO % 
J%) 

EOS Abs 
(jcltf/uL) 

EOS % 
(%) 

LYMPH Abs 
(X107UL1 

LYMPH % 
[%) 

MONO Abs 
(xlO’/uD 

MONO % 
(%) 

NEUT Abs 
(xlOVuM 

NEUT % 

(%) 

135 

M-NS 

Screening 

0.02 

0.4 

0.10 

1.9 

2.09 

38.7 

024 

4.4 

2.95 

54.6 



Enrollment 

0.01 

0.2 

0.27 

4.7 

1.98 

35.2 

0.40 

7.2 

2.% 

52.7 

500 

F-NS 

Screening 

0.04 

0.7 

0.05 

0,9 

1.87 

33.2 

0.17 

3.1 

351 

62.1 



Enrollment 

0.04 

0.7 

0.11 

2.0 

2.0! 

35.7 

0.2! 

3.7 

3.26 

57.9 

501 

F-NS 

Screening 

0.08 

1.0 

0.20 

2.5 

2.66 

33.1 

U.29 

3.6 

4.79 

59.7 



Enrollment 

0.05 

0.9 

0.09 

1.5 

1.87 

30.4 

0.32 

5.2 

3.82 

62.1 

502 

F-S 

Screening 

0.05 

0.4 

Oil 

1.0 

3.39 

294 

0.46 

4 0 

7 49 H 

65 1 



Enrollment 

0.05 

0.5 

0.12 

1.4 

2.67 

29.8 

0.35 

.3.9 

5.78 

64.4 

503 

F-S 

Screening 

0.05 

0.5 

0.21 

2.4 

2.49 

28.6 

0.34 

3.9 

5.62 

64.5 



Enrollment 

0.05 

0.4 

0.22 

1.8 

1.92 

15.9 

0.46 

3.8 

9.43 H 

78.t H 

504 

FS 

Screening 

0.06 

0.6 

0.23 

2.4 

3.65 

38.7 

0.46 

4.8 

S.06 

53.5 



Enrollment 

0 It 

1.1 

028 

2.7 

3.34 

32.0 

0.53 

5.0 

6.16 

59 1 

505 

F-NS 

Screening 

0.08 

1.2 

0.23 

3.2 

2.84 

39 5 

0.45 

6.2 

3.59 

50.0 



Enrollment 

0.07 

1.0 

0.27 

3.8 

2.25 

31.9 

0.43 

6.0 

4.05 

57.3 

506 

F-S 

Screening 

0.04 

0.6 

0.09 

1.2 

2.24 

31.1 

0.39 

5.3 

4.47 

6t.fi 



Enrollment 

0.05 

0.5 

0.10 

1.2 

2.03 

24.9 

0.38 

4.7 

5.60 

68.6 


* Subject Classification: M-NS^Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Fema!e, Smoker. 
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PM3006630183 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: Genera! 
(Page I of 12) 


Subject 

Number 

Subject 

Classification 8 

Timepoinl 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

001 

F-S 

Screening 

Nonn 

b 

1.022 

Norm 



Enrollment 

Norm 

5 

1.019 

Nonrt 

002 

F-S 

Screening 

Norm 

5 

1.028 

Norm 



Enrollment 

Norm 

6 

1.027 

Norm 

003 

F-S 

Screening 

Norm 

7 

1.020 

Norm 



Enrol Imem 

Norm 

5 

t.028 

Norm 

004 

F-S 

Screening 

Norm 

5 

1.027 

Norm 



Enrollment 

Norm 

5 

1.029 

Norm 

005 

F-S 

Screening 

Norm 

6 

1.033 

Norm 



Enrollment 

Nonn 

6 

1.028 

Nomi 

006 

F-S 

Screening 

Norm 

5 

1.007 1, 

Norm 



Enrollment 

Nonn 

6 

1.010 

Norm 

007 

F-S 

Screening 

Nonn 

6 

1.008 L 

Norm 



Enrollment 

Norm 

6 

1.020 

Norm 

008 

F-S 

Screening 

Norm 

6 

1.008 L 

Norm 



Enrollment 

Norm 

7 

1.009 L 

Norm 

009 

F-S 

Screening 

Norm 

5 

I.00S I. 

Norm 



Enrollment 

Nonn 

7 

1.008 

Norm 

010 

F-S 

Screening 

Norm 

5 

1.026 

Norm 



Enrollment 

Norm 

7 

1.007 L 

Norm 

Oil 

F-S 

Screening 

Nomi 

5 

1.028 

Norm 



Enrollment 

Norm 

6 

1.023 

Norm 

012 

F-S 

Screening 

Norm 

5 

1.008 L 

Norm 



Enrollment 

Nonn 

5 

1.008 L 

Norm 


Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630184 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing I ft. 5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 2 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Color 

_pH 

Specific 

Gravity 

Umbil inopen 

013 

F-S 

Screening 

Norm 

6 

1.008 L 

Norm 



Enrollment 

Norm 

6 

1.009 L 

Norm 

014 

F-S 

Screening 

Norm 

5 

1.017 

Norm 



Enrollment 

Norm 

6 

1 019 

Norm 

015 

F-S 

Screening 

Norm 

5 

1.009 L 

Norm 



Enrollment 

Norm 

5 

1.007 L 

Norm 

016 

F-S 

Screening 

Norm 

5 

1.006 L 

Norm 



Enrollment 

Norm 

6 

1.007 L 

Norm 

on 

F-S 

Screening 

Norm 

6 

1.014 

Norm 



Enrollment 

Norm 

5 

1.005 L 

Norm 

018 

FS 

Screening 

Norm 

5 

1.009 1. 

Norjil 



Enrollment 

Norm 

6 

1.015 

Norm 

019 

F-S 

Screening 

Norm 

6 

1.016 

Norm 



Enrollment 

Norm 

5 

1.019 

Norm 

020 

F-S 

Screening 

Norm 

5 

1.004 L 

Norm 



Enrollment 

Norm 

5 

1.005 L 

Norm 

021 

F-S 

Screening 

Norm 

3 

r.oio 

Norm 



Enrollment 

Norm 

6 

1.027 

Norm 

022 

F-S 

Screening 

Norm 

5 

1.011 

Norm 



Enrollment 

Norm 

7 

1.018 

Noun 

023 

F-S 

Screening 

Norm 

6 

1.025 

Norm 



Enrollment 

Norm 

5 

1.022 

Norm 

024 

F-S 

Screening 

Norm 

5 

1 .008 1. 

Norm 



Enrollment 

Norm 

5 

1.015 

Norm 


a Subject Classification: M-NS—Male, Non-Smoker; M-S=MaPe T Smoker; K-NS- Female, Non-Smoker; F-S=Female, Smoker. 


Draft 1:24 July 2002 

Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 


Page 14837 of 15132 



PM3006630185 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 3 of 12) 


Subject 

Number 

Subject 

Class ill cation 8 

Timepoini 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

025 

F-S 

Screening 

Norm 

5 

1.023 

Norm 



Enrollment 

Norm 

5 

1.017 

Norm 

026 

F-S 

Screening 

Norm 

6 

1.028 

Norm 



Enrollment 

Norm 

5 

1.025 

Norm 

027 

F-S 

Screening 

Norm 

3 

1.006 L 

Norm 



Enrollment 

Norm 

7 

1.011 

Nunu 

028 

F-S 

Screening 

Norm 

5 

1 011 

Norm 



Enrollment 

Norm 

5 

1.005 L 

Norm 

029 

F-S 

Screening 

Norm 

6 

1.020 

Norm 



Enrollment 

Norm 

6 

1.023 

Norm 

020 

F'S 

Screening 

Norm 

5 

1.009 L 

Norm 



Enrollment 

Norm 

5 

1.010 

Norm 

031 

F-S 

Screening 

Norm 

6 

1.009 L 

Norm 



Enrollment 

Norm 

5 

1,015 

Norm 

032 

- F-S 

Screening 

Norm 

f> 

1.010 

Norm 



Enrollment 

Norm 

7 

1.011 

Norm 

033 

F-S 

Screening 

Norm 

7 

1.029 

Norm 



Enrollment 

Norm 

5 

1.004 L 

Nomi 

034 

F-S 

Screening 

Norm 

5 

1.012 

Norm 



Enrollment 

Norm 

7 

1.019 

Norm 

03 S 

F-S 

Screening 

Norm 

5 

1.011 

Norm 



Enrollment 

Norm 

6 

1.007 L 

Norm 

035 

M-S 

Screening 

Norm 

5 

1.026 

Norm 



Enrollment 

Norm 

6 

1.009 L 

Norm 


* Subject Classification: M-NS=Male 7 Non-Smoker; M-S-Male ? Smoker; F-NS- Female. Non-Smoker; F-S-Female, Smoker. 
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PM3006630186 


RSR w 

Protocol Mo. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory I7ata by Subject: General 
(Page 4 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

037 

M-S 

Screening 

Norm 

6 

1.007 L 

Norm 



Enrollment 

Norm 

5 

1.021 

Norm 

038 

M-S 

Screening 

Norm 

5 

1.025 

Norm 



Enrollment 

Norm 

5 

1.021 

Norm 

039 

M-S 

Screening 

Norm 

7 

1.022 

Norm 



Enrollment 

Norm 

5 

1.022 

Norm 

040 

M-S 

Screening 

Norm 

7 

1.019 

Norm 



Enrollment 

Norm 

6 

1.029 

Norm 

041 

M-S 

Screening 

Norm 

5 

1.029 

Norm 



Enrollment 

Norm 

5 

1.027 

Norm 

042 

M-S 

Screening 

Norm 

6 

1.012 

Norm 



Enrollment 

Norm 

6 

1.009 1. 

Norm 

043 

M-S 

Screening 

Norm 

6 

1.022 

Norm 



Enrollment 

Norm 

5 

1.022 

Norm 

044 

M-S 

Screening 

Norm 

5 

1.029 

Norm 



Enrollment 

Norm 

6 

1.029 

Norm 

045 

M-S 

Screening 

Norm 

5 

1.027 

Norm 



Enrollment 

Norm i 

6 

1,025 

Norm 

046 

M-S 

Screening 

Norm 

5 

1.023 

Norm 



Enrollment 

Norm 

6 

1.027 

Norm 

047 

M-S 

Screening 

Norm 

5 

1.023 

Norm 



Enrollment 

Norm 

5 

1.025 

Norm 

048 

M-S 

Screening 

Norm 

6 

1.026 

Norm 



Enrollment 

Norm 

7 

1 027 

Norm 

4 Subject Classification: M-NS=Male, Non-Smoker; M-S= 

-Male, Smoker; F-NS- Female, Non-Smoker; F-S- 

^Female. Smoker. 
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PM3006630187 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject; General 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification” 

Timepoint 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

049 

M-S 

Screening 

Norm 

5 

1.015 

Norm 



Enrollment 

Norm 

6 

1.023 

Norm 

050 

M-S 

Screening 

Norm 

6 

1.019 

Norm 



Enrollment 

Norm 

6 

1.010 

Norm 

051 

M-S 

Screening 

Norm 

5 

1.016 

Norm 



Enrollment 

Norm 

5 

1.029 

Norm 

052 

M-S 

Screening 

Norm 

6 

1.025 

Norm 



Enrollment 

Norm 

7 

1.029 

Norm 

053 

M-S 

Screening 

Norm 

5 

1.007 L 

Norm 



Enrollment 

Norm 

6 

1.023 

Norm 

054 

M-S 

Screening 

Norm 

6 

1.020 

Norm 



Enrollment 

Norm 

5 

1.026 

Norm 

055 

M-S 

Screening 

Norm 

6 

1.925 

Norm 



Enrollment 

Norm 

5 

1.025 

Norm 

056 

M-S 

Screening 

Norm 

5 

1.008 L 

Norm 



Enrollment 

Norm 

5 

1 027 

Norm 

057 

M-S 

Screening 

Norm 

5 

1.026 

Norm 



Enrollment 

Norm 

6 

1.028 

Norm 

058 

M-S 

Screening 

Norm 

5 

1.004 L 

Norm 



Enrollment 

Norm 

A 

1.007 L 

Norm 

050 

M-S 

Screening 

Norm 

5 

1.007 1. 

Norm 



Enrollment 

Norm 

7 

1.011 

Norm 

M0 

M-S 

Screening 

Norm 

5 

1.025 

Norm 



Enrollment 

Norm 

5 

1.022 

Norm 

a . Subject Classification: M-NS” 

Male. Non-Smoker; M-S=Male, Smoker; 

F-NS= Female, Non-Smoker; 

F-S“Female. Smoker 
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PM3006630188 


rsr w 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 



Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 6 of 12) 


Subject 

Number 

Subject 

Classification’ 

Timcpoint 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

061 

M-S 

Screening 

Norm 

6 

t .029 

Norm 



Enrollment 

Norm 

6 

1.028 

Norm 

062 

M-S 

Screening 

Norm 

5 

1.020 

Norm 



Enrollment 

Norm 

6 

1.012 

Norm 

063 

M-S 

Screening 

Norm 

5 

1.009 L 

Norm 



Enrollment 

Nunn 

6 

1.028 

Norm 

065 

M-S 

Screening 

Norm 

6 

1.013 

Norm 



Enrollment 

Norm 

7 

1.022 

Norm 

066 

M-S 

Screening 

Norm 

5 

i.nos l 

Norm 



Enrollment 

Norm 

6 

1.012 

Norm 

067 

M-S 

Screening 

Norm 

5 

1.007 L 

Norm 



Enrollment 

Norm 

5 

1.010 

Norm 

068 

M-S 

Screening 

Norm 

5 

1.018 

Norm 



Enrollment 

Norm 

6 

1.008 L 

Norm 

069 

M-S 

Screening 

Norm 

5 

1.019 

Norm 



Enrollment 

Norm 

6 

1.027 

Norm 

071 

F-NS 

Screening 

Norm 

5 

1.009 L 

Norm 



Enrollment 

Norm 

6 

1.018 

Norm 

072 

F-NS 

Screening 

Norm 

5 

1.004 L 

Norm 



Enrollment 

Norm 

5 

1.009 L 

Norm 

073 

F-NS 

Screening 

Norm 

6 

1.026 

Norm 



Enrollment 

Norm 

6 

1.023 

Norm 

074 

F-NS 

Screening 

Norm 

5 

1.008 L 

Norm 



Enrollment 

Norm 

6 

1.011 

Norm 

Subject Classification: M-NS" 

=Male, Non-Smoker. M-S* 

-Male, Smoker; F-NS= Female, Non-Smoker; F-S= 

=Female, Smoker. 
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PM3006630189 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 7 of 12) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

Color 

pH 

Specific 

Gravity 

___Urobilinogen 

075 

F-NS 

Screening 

Norn 

6 

1.023 

Norm 



Enrollment 

Norm 

6 

1.025 

Nonn 

076 

F-NS 

Screening 

Norm 

6 

1 028 

Norm 



Enrollment 

Norm 

5 

1.030 

Norm 

077 

F-NS 

Screening 

Norm 

5 

1.008 L 

Norm 



Enrollment 

Norm 

7 

1.007 1, 

Norm 

078 

F-NS 

Screening 

Norm 

6 

1.029 

Norm 



Enrollment 

Norm 

6 

1.019 

Nonn 

079 

F-NS 

Screening 

Norm 

7 

1 027 

Norm 



Enrollment 

Norm 

8 

1.021 

Norm 

OSO 

F-NS 

Screening 

Norm 

6 

1.008 L 

Norm 



Enrollment 

Norm 

5 

1 006 L 

Norm 

081 

F-NS 

Screening 

Norm 

7 

1.016 

Norm 



Enrollment 

Norm 

5 

1.006 L 

Norm 

082 

F-NS 

Screening 

Norm 

5 

1.029 

Norm 



Enrollment 

Norm 

G 

1.016 

Norm 

083 

F-NS 

Screening 

Norm 

6 

1.013 

Norm 



Enrollment 

Norm 

7 

1.011 

Norm 

084 

F-NS 

Screening 

Norm 

0 

1.007 

Norm 



Enrollment 

Norm 

6 

1.019 

Nunn 

085 

F-NS 

Screening 

Norm 

6 

1.021 

Norm 



Enrollment 

Norm 

7 

1.026 

Norm 

0*5 

F-NS 

Screening 

Norm 

5 

1.026 

Norm 



Screening 

Norm 

6 

1.027 

Norm 



Enrollment 

Norm 

5 

1.028 

Norm 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma1e, Smoker; F-NS= Female. Non-Smoker; F-S^Female, Smoker. 
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PM3006630190 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 8 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Color 

pH 

Specific 

Urobilinogen 

087 

F-NS 

Screening 

Norm 

6 

1.012 

Norm 



Enrollment 

Norm 

5 

1.007 L 

Norm 

088 

F-NS 

Screening 

Norm 

5 

1.019 

Norm 



Enrollment 

Norm 

5 

1.015 

Norm 

089 

F-NS 

Screening 

Norm 

5 

1.010 

Norm 



Enrollment 

Norm 

5 

1.022 

Norm 

090 

F-NS 

Screening 

Norm 

6 

1.013 

Norm 



Enrollment 

Norm 

6 

1.012 

Norm 

091 

F-NS 

Screening 

Norm 

5 

i Q 25 

Norm 



F.nroHmerii 

Norm 

5 

1.021 

Norm 

092 

F-NS 

Screening 

Norm 

7 

1.012 

Norm 



Enrollment 

Norm 

7 

1 007 1. 

Norm 

093 

F-NS 

Screening 

Norm 

5 

1.007 I. 

Norm 



Enrollment 

Norm 

6 

1.008 L 

Norm 

094 

F-NS 

Screening 

Norm 

5 

1.029 

Norm 



Enrollment 

Norni 

6 

1.004 1. 

Norm 

095 

F-NS 

Screening 

Norm 

6 

1.013 

Norm 



Enrollment 

Norm 

7 

1.014 

Norm 

09<S 

F-NS 

Screening 

Nunn 

7 

1.014 

Norm 



Enrollment 

Norm 

6 

1.013 

Nomi 

097 

F-NS 

Screening 

Norm 

5 

1.021 

Norm 



Enrollment 

Norm 

6 

i .009 L 

Norm 

098 

F-NS 

Screening 

Norm 

5 

1.011 

Norm 



Enrollment 

Norm 

5 

1.012 

Norm 


* Subject Classification: M-NS“Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Femalc. Smoker 
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PM3006630191 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 9 of 12) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Color 

pH 

Specific 

Gravity 

Urobilinogen 

099 

F-NS 

Screening 

Norm 

5 

1.014 

Norm 



Enrollment 

Norm 

5 

1.025 

Norm 

100 

F-NS 

Screening 

Norm 

6 

1,023 

Norm 



Enrollment 

Norm 

5 

1.023 

Norm 

101 

F-NS 

Screening 

Norm 

7 

1.015 

Norm 



Enrollmenr 

Noim 

5 

1.010 

Norm 

102 

F-NS 

Screening 

Norm 

7 

1.025 

Norm 



Enrollment 

Norm 

6 

1.020 

Norm 

103 

F-NS 

Screening 

Norm 

5 

1.019 

«Norm 



Enrollment 

Norm 

5 

1.017 

Norm 

104 

M NS 

Screening 

Norm 

6 

1.029 

Norm 



Enrollment 

Norm 

5 

1.016 

Noun 

105 

M-NS 

Screening 

Norm 

5 

1.005 1. 

Norm 



Enrollment 

Norm 

5 

1.017 

Norm . 

106 

M-NS 

Screening 

Norm 

5 

1.012 

Norm 



Enrollment 

Norm 

5 

1.006 L 

Nonn 

107 

M-NS 

Screening 

Norm 

6 

1.019 " 

Norm 



Enrollment 

Norm 

6 

1.029 

Norm 

108 

M-NS 

Screening 

Norm 

6 

1.023 

Norm 



Enrollment 

Norm 

5 

1.021 

Norm' 

109 

M-NS 

Screening 

Norm 

6 

1.026 

Norm 



Enrollment 

Norm 

5 

1.031 

Norm 

no 

M-NS 

Screening 

Norm 

5 

1 025 

Norm 



Enrol Intent 

Norm 

5 

1.028 

Norm 


a Subject Classificatron: M-NS^Malc, Non-Smoker; M-S^Male, Smoker; F-NS- Female, Non-Smoker; F-S—Female, Smoker. 
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PM3006630192 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 10 of 12) 


Subject 

Subject 




Specific 


Number 

Classification 1 ' 

Timepoint 

Color 

t>H 

Gravity 

Urobilinogen 

111 

M-NS 

Screening 

Norm 

5 

1.031 

Norm 



Enrollment 

Norm 

7 

1.026 

Norm 

112 

M-NS 

Screening 

Norm 

5 

1.009 L 

Norm 



Enrollment 

Norm 

5 

1.011 

Nunn 

113 

M-NS 

Screening 

Norm 

6 

1.015 

Norm 



Enrollment 

Nojrn 

5 

1.022 

Norm 

114 

M-NS 

Screening 

Norm 

5 

1.005 l. 

Norm 



Enrollment 

Norm 

5 

1.008 L 

Norm 

115 

M-NS 

Screening 

Norm 

7 

i mf 

1 .ViJ 

Norm 



Enrollment 

Norm 

5 

1.030 

Norm 

116 

M-NS 

Screening 

Norm 

5 

1.023 

Norm 



Enrollment 

Norm 

7 

1.014 

Norm 

117 

M-NS 

Screening 

Norm 

5 

1.020 

Norm 



Enrollment 

Norm 

5 

1.030 

Norm 

118 

M-NS 

Screening 

Norm 

5 

1.008 L 

Norm 



Enrollment 

Norm 

6 

1.006 L 

Norm 

119 

M-NS 

Screening 

Norm 

5 

1.027 

Norm 



Enrollment 

Norm 

5 

1.026 

Norm 

120 

M-NS 

Screening 

Norm 

5 

1.028 

Norm 



Enrollment 

Norm 

6 

1.035 H 

Norm 

121 

M-NS 

Screening 

Norm 

ft 

1 011 

Norm 



Enrollment 

Norm 

r> 

1.014 

Norm 

122 

M-NS 

Screening 

Norm 

7 

1.028 

Norm 



Enrollment 

Norm 

6 

f .032 

Norm 

fl Subject Classification: M-NS- 

Male, Non-Smoker; M-S= 

-Male, Smoker; F-NS= Female, 

Non-Smoker; F-S=Female, Smoker. 
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PM3006630193 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing Ifi.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 11 of 12) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Color 

pH 

Specific 

Gravity 



Urobilinogen 

123 

M-NS 

Screening 

Norm 

5 

1.012 



Norm 



Enrollment 

Norm 

5 

1.021 



Norm 

124 

M-NS 

Screening 

Norm 

s 

1 031 



Norm 



Enrollment 

Norm 

5 

1.021 



Norm 

125 

M-NS 

Screening 

Norm 

6 

1.020 



Norm 



Enrollment 

Norm 

5 

1.016 



Norm 

126 

M-NS 

Screening 

Norm 

i 

1.020 



Norm 



Enrollment 

Norm 

6 

1.028 



Norm 

127 

M-NS 

Screening 

Norm 

7 

1.017 



Norm 



Enrollment 

Norm 

5 

1.028 



Norm 

128 

M-NS 

Screening 

Norm 

5 

1 019 



Norm 



Enrollment 

Norm 

5 

1019 



Nunn 

129 

M-NS 

Screening 

Norm 

6 

1.018 



Norm 



Enrollment 

Norm 

5 

1.006 L 



Norm 

130 

M-NS 

Screening 

Norm 

6 

1.004 L 



Nonn 



Enrollment 

Norm 

6 

1.004 L 



Norm 

131 

M-NS 

Screening 

Nonn 

6 

1.011 



Norm 



Enrollment 

Norm 

6 

1.009 L 



Norm 

132 

M-NS 

Screening 

Norm 

5 

1.015 



Norm 



Enrollment 

Norm 

6 

1.019 


' 

Nonn 

13} 

M-NS 

Screening 

Norm 

6 

1.007 1. 



Norm 



Enrollment 

Norm 

6 

1.022 



Norm 

134 

M-NS 

Screening 

Norm 

5 

1.005 L 



Norm 



Enrollment 

Norm 

5 

1.006 L 



Norm 

a Subject Classification: M-NS= 

■Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Fema!e, Smoke 

r. 
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PM3006630194 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-28 

Urinalysis Laboratory Data by Subject: General 
(Page 12 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Color 

pH_ 

Specific 

Gravity 

Urobilinogen 

135 

M-NS 

Screening 

Norm 

5 

1.020 

Norm 



Enrollment 

Norm 

7 

1.019 

Norm 

500 

F-NS 

Screening 

Nunn 

6 

1.014 

Norm 



Enrollment 

Nonn 

5 ' 

1.006 L 

Norm 

501 

F-NS 

Screening 

Norm 

7 

1.007 L 

Norm 



Enrol Iniem 

Noun 

6 

1.006 L 

Norm 

502 

F-S 

Screening 

Norm 

5 

1.010 

Nonn 



Enrollment 

Norm 

7 

1.026 

Norm 

503 

F S 

Screening 

Norm 

c 

i .02 n 

Norm 



Enrollment 

Norm 

6 

1.022 

Norm 

504 

F-S 

Screening 

Norm 

5 

1.005 L 

Norm 



Enrollment 

Norm 

5 

1012 

Norm 

505 

F-NS 

Screening 

Norm 

6 

1.010 

Norm 



Enrollment 

Norm 

' 5 

1.012 

Norm 

506 

F-S 

Screening 

Norm 

5 

1.015 

Norm 



Enrollment 

Norm 

5 

1.021 

Norm 


a Subject Classification: M-NS^Male, Non-Smoker, M-S=Male, Smoker, F-NS= Female, Non-Smoker; F-S= Female, Smoker. 
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PM3006630195 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page I of 12) 


Subject 

Subject 








Occult 

Number 

Classification” 

Timet>oint 

Glucose 

Protein 

Ketones 

Nitrite 

I-eukocytes 

Bilirubin 

Blootl 

00 \ 

F-S 

Screening 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

002 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

+++ 11 



Enrollment 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

003 

F-S 

Screening 

Neg 

Neg 

Neg 

'Ncg 

Ncg 

Neg 

Neg 



fcnrollmem 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

004- 

F-S 

Screening 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Ncg 

Ncg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

005 

F-S 

Screening 

Neg 

Trace 

J4- If 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 

-H+ II 

006 

F-S 

Screening 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

' Neg 

Neg 

Neg 

Ncg 

Neg 

Ncg 

007 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 



Enrollment 

Neg 

Neg 

Neg - 

Neg 

Ncg 

Neg 

Neg 

008 

F-S 

Screening 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Trace 

009 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

010 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Trace 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Oil 

F-S 

Screening 

Neg 

Neg 

Ncg 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Neg 

Net: 

Neg 

Neg 

Neg 

012 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

a Subject Classification: M-NS= 

=Male, Non-Smoker; M-S= 

=Male, Smoker; F-NS- 

Female, Non-Smoker; F-S~ 

Female, Smoker. 
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PM3006630196 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject'. Dipstick 
(Paye 7 of 12) 


Subject 

Number 

Subject 

Classification" 

Timepoim 

Glucose 

__ Prwein 

Ketones 

Nitrite 

Leukocytes_ 

__ Bilirubin_ 

Occult 

_Blood_ 

013 

F-S- 

Screening 

Meg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

+ II 

Neg 

Neg 

014 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

015 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

++ 11 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

016 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

+ ir 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

017 

F-S 

Screening 

Neg 

Neg 

Nee 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

018 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg ' 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

019 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

+ II 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

020 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

w- H 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

021 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Trace 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

+ H 

022 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

■ Neg 

Neg 

023 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Trace 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

024 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

" Subject Classification: M-NS= 

; Male. Non-Smoker; M-S= 

Male. Smoker; F-NS- 

Female. Non-Smoker; F-S= 

=Female. Smoker. 
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PM3006630197 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16*5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 3 of 12) 


Subject 

Subject 








Occult 

Number 

Classification* 

Timepoint 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Blood 

025 

F-S 

Screening 

Meg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Neg 

026 

F-S 

'Screening 

Neg 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

027 

F-S 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Ncg 



Enrollment 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

02 S 

F-S 

Screening 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

029 

F-S 

Screening 

Neg 

Nes 

Neg 

Neg 

Nck 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Trace 

Ncg 

Trace 

030 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Nee 

Neg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

031 

F-S 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

032 

F-S 

Screening 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Neg 



Enrollment 

Ncg 

Nes 

Neg 

■ Neg 

Neg 

Neg 

Ncg 

033 

F-S 

Screening 

Neg 

Meg 

Neg 

Neg 

Nes 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

. Neg 

Ncg 

034 

F-S 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

035 

F-S 

Screening 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Nes 

036 

M-S 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Subject Classification: M-NS= 

r Male, Non-Smoker; M-S= 

=Male. Smoker; F-NS= 

Female, Non-Smoker; F-S= 

-Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 4 of 12) 


Subject 

Subject 








Occult 

Number 

Classification* 

Timcpoim 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Blood 

037 

M-S 

Screening 

Ncg 

Neg 

Ncg 

Ncg 

Ncg 

Neg 

Ncg 



Enrollment 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Neg 

038 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 

039 

M-S 

Screening 

INeg 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

040 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Trace 

041 

M-S 

Screening, 

Neg. 

Ncg 

Nee 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 

Neg 

042 

M-S 

Screening 

Neg 

Neg 

Neg 

Ncg 

Ncg 

Ncg 

Neg 



Enrollment 

Neg 

- Neg 

Neg. 

Ncg 

Neg 

Ncg 

Neg 

043 , 

M-S 

Screening 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Ncg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

044 

M-S 

Screening 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neu 

Neg 

045 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

N'eg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

046 

M-S 

Screening 

Ncg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Trace 

Neg 

Ncg 

Ncg 

Nc6 

047 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 

Neg 

048 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Ncg 

0 Subject Classification: M-NS^ 

■Male, Non-Smoker; M-S" 

=Male, Smoker; F-NS^ 

Female. Non-Smoker; 

F-S-Female. Smoker 
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PM3006630199 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subjecl: Dipslrck 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification 3 

Tirnepoinl 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Occult 

Bluod 

049 

M-S 

Screening 

Keg 

Neg 

NCg 

Ncg 

NCg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Ncg 

Ncg 

Ncg 

Ncg 

050 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

051 

M-S 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

+ H 

Neg 

Neg 

Neg 

Neg 

Neg 

052 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Net 

Neg 

Neg 

Neg 

053 

M-S 

Screening 

Ncg 

Neg 

Neg 

Neg 

Meg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

054 

M-S 

Screening 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Meg 



Enrollment 

Neg 

Neg 

Neg 

Meg 

Neg 

Neg 

Meg 

055 

M-S 

Screening 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 

056 

M-S 

Screening 

Ncg 

Neg 

Neg 

Neg 

Ncg - 

Ncg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Ncg 

057 

M-S 

Screening 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Ncg 

Meg 

Neg 

Neg 

Neg 

058 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

059 

M-S 

Screening 

Neg 

Neg 

Net 

Neg 

Neg 

Ncg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

060 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

3 Subject Classification: M-NS= 

-Male, Non-Smoker; M-S- 

-Male, Smoker; F-NS— 

Female, Non-Smoker; F-S= 

^Female, Smoker. 
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PM3006630200 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 6 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocvtes 


Bilirubin 

Occult 

Blood 

061 

M-S 

Screening 

Neg 

Trace 

Trace 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

062 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

063 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

065 

M-S 

Screening 

Neg 

Ney 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

066 

M-S 

Screening 

Neg 

Nee 

Neg 

Neg 

\T„.. 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

067 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

068 

M-S 

Screening 

Neg 

Neg 

+ II 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

+ II 

Neg 

Neg 


Neg 

Neg 

069 

M-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

071 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

+-^+ H 

072 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Nog 


Neg 

4 *•+ H 

073 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 

074 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 


Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Nog 


Neg 

Nett 

" Subject Classification: M-NS“Ma1e, Non-Smoker; M-S- 

=Male, Smoker; F-NS= 

Female, Non-Smoker; F-S - 

■Female, Smoker. 
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PM3006630201 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 7 of 12) 


Subject 

Number 

Subject 

Classification" 

Timcpoint 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Occult 

Blood 

075 

F-NS 

Screening 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Ncg 

Ney 



Enrollment 

Neg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

+ H 

076 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

077 

F-NS 

Screening 

Ncg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

07R 

F-NS 

•Screening 

Ncg 

Trace 

Ncg 

Neg 

Neg 

Ncg 

+++■ H 



Enrollment 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 

079 

F-NS 

Screening 

Ncg 

NIpit 
• ' 

Mo,. 

Pos ii 

Neg 

Ncg 

Neg 



Enrollment 

Ncg 

Neg 

Neg 

Pos 1) 

Neg 

Neg 

+ H 

080 . 

F-NS 

Screening 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Ncg 



Enrollment 

Neg 

Neg 

Ncg 

Neg 

Trace 

Ncg 

Neg 

081 

F-NS 

Screening 

Ncg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

082 

F-NS 

Screening 

Ncg 

Ncg 

Trace 

Ncg 

Neg 

Ncg 

Trace 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

083 

F-NS 

Screening 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Ncg 

084 

F-NS 

Screening 

Ncg 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg. 

Ncg 

085 

F-NS 

Screening 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Trace 

Ncg 

Neg 

Neg 

Neg 

0 S6 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

4* H 



Screening 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

* II 



Enrollment 

Neg 

Neg 

Ncg 

Nc±» 

Neg 

Nee 

i f 1 II 

Subject Classification: M-NS= 

=Malc, Non-Smoker; M-S ; 

=Male. Smoker; F-NS= 

Female, Non-Smoker; F-S= 

; Female. Smoker. 
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RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing [6.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 8 of 12) 


Subject 

Number 

Subject 

Classification 13 

Timeroim 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bi limb in 

Occult 

Blood 

087 

r-NS 

Screening 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

088 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

4- H 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

1 H 

089 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Ne^ 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Trace 

090 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

091 

F-NS 

Screening 

Neg 

Neg 

Nee 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Trace 

Neg 

Neg 

Neg 

Neg 

Neg 

++ II 

092 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg . 

Neg 

Neg 

Neg 

Neg 

093 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

. Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Truce 

Neg 

Neg 

094 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



F-nrollmenl 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

095 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

++ If 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

+++ H 

Neg 

Neg 

096 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

097 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Trace 

Neg 

Neg 

098 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


* Subject Classificalion: M-NS-Male, Non-Smoker: M-S=Mate, Smoker; F-NS= Female. Non-Smokcn F-S=Female, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Mage 0 of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Glucose 

Protein 

Ketones 

_ Nitrite_ 

1 .cukocvtcs 

Bilirubin 

Occult 

Blood 

099 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

* II 

100 

F-NS 

Screening 

Neg 

Neg 

+ H 

Neg 

Neg 

Nee 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

un 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

+ H 

Neg 

++ H 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

102 

F-NS 

Screening 

Keg 

Neg 

Neg 

Keg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

103 

F-NS 

Screening 

Neg 

Neg 

Ne S 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Ne6 

Neg 

Trace 

104 

M-NS 

Screening 

Neg 

Nog 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

. Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

105 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

106 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

107 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

- Neg 

Neg 

Neg 

105 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ney 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

• Neg 

Neg 

109 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

M0 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Mafe, Smoker; F-NS- Female. Non-Smoker; F-S^Female, Smoker. 
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PM3006630204 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page 10 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Occult 

Blood 


m 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


112 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Meg 

Neg 


m 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrol fmcnt 

Neg 

Neg 

Ney 

Neg 

Neg 

Neg 

Ney 


114 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Nep, 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


115 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

■"■b 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


116 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


117 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg - 

Neg 

Neg 

Neg 

Neg 


118 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


119 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


120 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 


121 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 


122 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 




Enrollment 

Neg 

Neg 

Trace 

Neg 

Neg 

Neg 

Neg 


fl Subject Classification: M-NS- 

-Male, Non-Smoker; M-S ; 

=Male, Smoker; F-NS= 

Female, Non-Smoker; F-S- 

-Female. Smoker. 
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PM3006630205 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing ld.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
(Page II of 12) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Glucose 

Protein 

Ketones 

Nitrile 

Leukocytes 

Bilirubin 

Occult 

Blood 

123 

M-NS 

Screening 

Neg 

Ncg 

Neg 

Neg 

Ncg 

Neg 

Ncg 



Enrollment 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Nee 

124 

M-NS 

Screening 

Neg 

Trace 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enroll merit 

Neg 

Neg 

Ncg 

Ncg 

Neg 

Neg 

Neg 

125 

M-NS 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

126 

M-NS 

Screening 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Ney 

127 

M-NS 

Screening 

Neg 

Ncg 

Ncg 

Neg 

Ncy 

Ney 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

128 

M-NS 

Screening 

Ncg 

Ncg 

Neg 

Ncg 

Neg 

Neg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

129 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 



Enrollment 

Ncg 

Ncg 

Neg 

Neg 

Ncg 

Neg 

Neg 

130 

M-NS 

Screening 

Ncg 

Ncg 

Neg 

Neg 

Ncg 

Neg 

Ncg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

131 

M-NS 

Screening 

Neg 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 

132 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

Ncg 

133 

M-NS 

Screening 

Neg 

Neg 

Ncg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

134 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Ncg 

Neg 



Enrollment 

Ncg 

Neg 

Neg 

Neg 

Neg 

Neg 

Net* 

Subject Classification: M~NS= 

=Male, Non-Smoker; M-S= 

-Male, Smoker; F-NS= 

Female, Non-Smoker; F-S- 

-Female, Smoker. 
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PM3006630206 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


l.isiing 16.5-29 

Urinalysis Laboratory Data by Subject: Dipstick 
( Page 12 of 12) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Glucose 

Protein 

Ketones 

Nitrite 

Leukocytes 

Bilirubin 

Occult 

Blood 

135 

M-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

500 

F-NS 

Screening 

Neg 

Neu 

Neg 

Net; 

Neg 

Neg 

Neg 



Enrollment 

Nee 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

501 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

502 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

503 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

504 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

505 

F-NS 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

506 

F-S 

Screening 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 



Enrollment 

Neg 

Neg 

Neg 

Neg 

Neg 

Neg 

Net; 

a Subject Classification: M-NS= 

^Male, Non-Smoker; M-S* 

=Male, Smoker; F-NS" 

Female, Non-Smoker: 

F-S=Female, Smoker. 

- - - 

■ 
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PM3006630207 


RSR w 
Protocol Wo. PM-8450 
CovanceCRU Study No. 12226-S450 


l' 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page! of 12) 


Subject 

Subject 




Number 

Classification* 

Timepoinl 

Result 


001 

F-S 

Screening 

Bacteria 




Enrollment 

Bacteria 


002 

F-S 

Screening. 

RRCO-I 

WBC 3-5 




Enrollment 

WBC 6-12 


003 

P-S 

Screening 

,\eg 




Enrollment 

Neg 


004 

F-S 

^ Screening 

N'eg 




Enrollment 

Neg 


005 

F-S 

Screening 

Net; 




Enrollment 

^ RBCTNTC 


006 

F-S 

Screening 

Neg 




Enrollment 

Net 


007 

F-S 

Screening 

Neg 




Enrollment 

Neg 


O08 

F-S 

Screening 

RBC2-4 




. Enrollment 

RBC4-8 

WBC 1-3 


009 

F-S 

Screening 

Ncg 




Enrollment 

Meg 


010 

F-S 

Screening 

Neg 




Enrol Imeni 

Bacteria 


Oil 

F-S 

Screening 

Neg 




Enrollment 

RBC 0-1 

WBC 7-15 


0)2 

F-S 

Screening 

Neg 




Enrollment 

Net 


1 Subject Classification: 

M-NS=Maie, Non-Smoker; M-S=Malc. Smoker; F-NS= 

Female, Non-Smoker; F-S= 

=Female, Smoker. 
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PM3006630208 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Lining 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 2 of 12> 


Subject 

Subject 



Number 

Classification 3 

Timepoint 

Result 

013 

F-S 

Screening 

Bacteria 



Enrollment 

WBC 1-3 
Bacteria 

014 

F-S 

Screening 

Bacteria 



Enrollment 

Neg 

015 

F-S 

Screening 

RBC 3-5 
WBC 14-22 



Enrollment 

WBC 1-3 

016 

F-S 

Screening 

WBC 6-10 
Bacteria 



Enrollment 

Neg 

017 

F-S 

Screening 

RBC 0-1 
WBC 3-5 



Enrollment 

Neg 

018 

F-S 

Screening 

Bacteria 



Enrollment 

Neg 

019 

F-S 

Screening 

WRCn-l 



Enrollment 

WBC 9-17 
Bacteria 

020 

F-S 

Screening 

RBC 48-66 



Enrollment 

Neg 

021 

F-S 

Screening 

RBC 0-1 



Enrollment 

RBC 8-18 
WBC 9-17 
Bacteria 

022 

F-S 

Screening 

Neg 



Enrollment 

Neg 

023 

F-S 

Screening 

RBC 0-1 

W BC 0-1 
Bacteria 



Enrollment 

Neg 

a Subject Classification: 

M-NS-Male, Non-Smoker; M-S=Mflle, Smoker; F-NS= 

Female, Non-Smoker; f 

-S=J'emale, Smoker. 
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PM3006630209 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 3 of 12) 


Subject 

Subject 




Number 

Classification* 

Timepoint 

Result 


024 

I-S 

Screening 

Neg 




Enrollment 

WBC0-I 

Bacteria 


025 

F-S 

Screening 

RBC 2-4 




Enrollment 

NC£ 


026 

F-S 

Screening 

Neg 




Enrollment 

Neg 


027 

F-S 

Screening 

Neg 




Enrollment 

Neg 


02S 

F-S 

Screening 

Neg 




Enrollment 

Neg 


029 

F-S 

Screening 

WBC7-13 

Bacteria 




Enrollment 

Neg 


030 

F-S 

Screening 

Neg 




Enrollment 

Neg 


031 

F-S 

Screening 

Neg 




Enrollment 

Neg 


032 

F-S 

Screening 

Neg 




Enrollment 

Neg 


033 

F-S 

Screening 

WBC 1-3 




Enrollment 

Neg 


034 

F-S 

Screening 

Neg 




Enrollment 

Bacteria 


035 

F-S 

Screening 

Neg 




Enrollment 

Neg 


a Subject Classification: M-NS= 

"Male, Non-Smoker, M-S _ Male, Smoker; F-NS= 

Female, Non-Smoker; F-S- 

"Female, Smoker. 
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PM3006630210 


rsr ^ 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 15.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 4 of 12) 


Subject 

Number 

Subject 

Classification* 

Timcpmnt 

Result 

036 

M-S 

Screening, 

Neg 



Enrollment 

Neg 

037 

M-S 

Screening 

Net* 



Enrollment 

Neg 

038 

M-S 

Screening 

Neg 



EmuIlnjciiL 

WBC 0-1 

039 

M-S 

Screening 

Neg 



Enrollment 

WBC 2-4 

040 

M-S 

Screening 

Neg 



Enrollment 

RBC 0-1 




WBC 1-3 




Bacteria 

04] 

M-S 

Screening 

Neg 



Enrollmeni 

Neg 

042 

M-S 

Screening 

Neg 



Enrollment 

Ncs 

043 

M-S 

Screening 

Neg 



Enrollment 

Neg 

044 

M-S 

Screening 

Neg 



Enrollment 

Neg 

045 

M-S 

Screening 

Neg 



Enrollment 

Neg 

046 

M-S 

Screening 

Neg 



Enrollment 

Neg 

047 

M-S 

Screening 

Neg 



Enrollment 

Neg 

Subject Classification: M-NS= 

=Ma)e, Non-Smoker; M-S=Malc. Smoker; 

F-NS” Female. Non-Smoker: V 

•S* Female. Smoker. 
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PM3006630211 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 5 of 12) 


Subject 

Number 

Subject 

Classification 9 

Timepoint 

Result 

048 

M-S 

Screening 

Neg 



Enrollment 

Neg 

049 

M-S 

Screening 

WBC 2-4 



Enrollment 

Neg 

050 

M-S 

Screening 

WBC 1-3 



Enrollment 

Neg 

051 

M-S 

Screening 

Neg 



Enrollment 

WBC 0-1 

052 

M-S 

Screening 

WBC 0-1 



Enrollment 

Neg 

053 

M-S 

Screening 

Neg 



Enrollment 

Neg 

054 

M-S 

Screening 

Neg 



Enrollment 

Neg 

055 

M-S 

Screening 

Neg 



Enrollment 

Neg 

056 

M-S 

Screening 

Neg 



Enrollment 

Neg 

057 

M-S 

Screening 

Neg 



Enrollment 

Neg 

058 

M-S 

Screening 

Neg 



Enrollment 

Neg 

059 

M-S 

Screening 

Neg 



Enrollment 

Neg 

060 

M-S 

Screening 

WBC 1-3 



Enrollment 

Ney 

8 Subject Classification: M-NS = Male, Non-Smoker; M-S=Malc, Smoker; F-NS= 

Female, Non-Smoker; F-S- 

'Female, Smoker. 
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PM3006630212 


Protocol No. PM-8450 

Covancc CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 6 of 12) 


Subject 

Number 

Subject 

Classification' 1 

Timepoint 

Result 

061 

M-S 

Screening 

Neg 



Enrollment 

Neg 

062 

M-S 

Screening 

Neg 



Enrollment 

Neg 

063 

M-S 

Screening 

Neg 



Enrollment 

Neg 

065 

M-S 

Screening 

Neg 



Enrollment 

Neg 

066 

M-S 

Screening 

Neg 



Enrollment 

Neg 

067 

M-S 

Screening 

WBC0-1 



Enrollment 

Neg 

068 

M-S 

Screening 

WBCO-l 



Enrollment 

Neg 

069 

M-S 

Screening 

WBC2-4 



Enrollment 

Neg 

071 

F-NS 

Screening 

Neg 



Enrollment 

RBC 1-3 




WBC 4-8 

072 

F-NS 

Screening 

Neg 



Enrollment 

RBC 10-20 

073 

F-NS 

Screening 

RBC 1-3 



Enrollment 

Bacteria 

074 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

075 

F-NS 

Screening 

Nett 



Enrollment 

ROC 5-11 




WB< t).| 


a Subject Classified!ion: M-NS-Male, Non-Smoker: M-S=Ma1c. Smoker; F-NS= Female. Non-Smoker; i'-S*-Female. Smoker. 
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PM3006630213 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 7 of 12) 


Subject 

Subject 



Number 

Classification 8 

Timcpoint 

Result 

076 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

077 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

078 

F-NS 

Screening 

RBCTNTC 



Enrollment 

Neg 

079 

F-NS 

Screening 

Neg 



Enrollment 

RRC 3-7 

080 

F-NS 

Screening 

Bacteria 



Enrollment 

WBC 1-3 
Bacteria 

081 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

082 

F-NS 

Screening 

RBC 1-3 

WBC 0-1 



Enrol 1 merit 

RBC 1-3 

083 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

084 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

085 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

086 

F-NS 

Screening 

WBC 4-8 
Bacteria 



Screening 

WBC 2-4 



Enrollment 

WBC 4-8 
Bacteria 

3 Subject Classification: 

M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS”- 

Female. Non-Smoker: 1 

-S-Female, Smoker 
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PM3006630214 


RSR 




Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject; M icroscopics 
(Page 8 of 12) 


Subject 

Subject 



Number 

Classification® 

Timepoint 

Result 

987 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

988 

K-NS 

Screening 

RBC 0-1 
Bacteria 



Enrollment 

Neg 

089 

F-NS 

Screening 

Neg 



Enrollment 

RBC 3-5 
WBC0 1 

090 

F-NS 

Screening 

Neg 



Enrollment 

Bacteria 

091 

P-NS 

Screening 

Bacteria 



Enrollment 

Neg 

092 

F-NS 

Screening 

Neg 



Enrollment 

Bacteria 

093 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

094 

P-NS 

Screening 

WBC 1-3 



Enrollment 

Neg 

095 

F-NS 

Screening 

WBC: 8-16 
Bacieria 



Enrollment 

RBC 0-1 

096 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

007 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

098 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

* S ubject Class i ficatio n: M- NS= 

=Male, Non-Smoker; M-S-Mate, Smoker; F*NS= 

Female, Non-Smoker, F-S= 

=Feniale, Smoker. 
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PM3006630215 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 9 of 1 1) 


Subject 

Subject 



Number 

Classification*_ 

_Tirnepoirit_ 

_Result _ 

099 

F-NS 

Screening 

WBC 3-7 
Bacteria 



Enrolment 

RBC 1-3 
WBC0-1 

100 

F-NS 

Screening 

Neg 



Enrollment 

Neg 

101 

F-NS 

Screening 

P.BC3 7 
WRC 6-12 



Enrollment 

Neg 

102 

F-NS 

Screening 

Man 

1 ,v fc 



Enrollment 

WBC 1-3 

103 

F-NS 

Screening 

Neg 



Enrollment 

Bacteria 

104 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

105 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

106 

M-NS 

Screeni ng 

Neg 



Enrollment 

Neg 

107 

M-NS 

Screen! ng 

Neg 



Enrollment 

Neg 

108 

M-N'S 

Screening 

Neg 



Enrollment 

Neg 

109 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

110 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

* Subject Classification: 

M-NS=Mafe, Non-Smoker; M-S=Male. Smoker; F-NS= 

Female. Non-Smoker; 1 

-S-Fcmalc. Smoker. 


Draft 1:24 July 2002 


Page 14868 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630216 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5*30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page 10 of 12) 


Subject 

Number 

Subject 

Classification' 1 

_Timcpoint_ 

Result 

in 

M-NS 

Screening 

WBC 0-1 



Enrollment 

Ncg 

112 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

113 

M-NS 

Screening 

Neg 



Errol Imem 

Neg 

114 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

115 

M-NS 

Scree rung 

Neg 



Enrollment 

WBC 1-3 

116 

M-NS 

Screening 

WBC 0-1 



Ertrollrtipnl 

Neg 

117 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

IIS 

M-NS 

Screening 

Ncg 



Enrollment 

Neg 

119 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

120 

M-NS 

Screening 

Ncg 



Enrollment 

Neg 

121 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

122 

M-NS 

Screening 

Ncg 



Enrollment 

Neg 

123 

M-NS 

Screening 

Neg 



Enrol imem 

Neg 


F-S^Fcmalc, Smoker. 
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PM3006630217 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing IG.5-30 

Urinalysis Laboratory Data by Subject: Microscopies 
(Page II of 12) 


Subject 

Subject 



Number 

Classification 51 

Timcpoint 

Rcsull 

124 

M-NS 

Screening 

WBC 0-1 



Enrollment 

Ncg 

125 

- M-NS 

Screening 

Neg 



Enroll me nt 

Neg 

126 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

127 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

128 

M-NS 

Screening 

Ncg 



tnrollment 

Neg 

129 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

130 

M-NS 

Screening 

Neg 



Enrollment 

- Neg 

131 

M-NS . 

Screening 

Neg 



Enrollment 

Neg 

132 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

133 

M-NS 

Screening 

Neg 



Enrollment 

Ncg 

134 

M-NS 

Screening 

Neg 



Enrollment 

WBC 2-4 

135 

M-NS 

Screening 

Neg 



Enrollment 

Neg 

500 

F-NS 

Screening 

Bacteria 



Enrollment 

RR('(M 

Bacteria 

3 Subject Classification: M-NS- 

; Male. Non-Smoker; M-S=Male. Smoker; 

F-NS= Kemale. IN on-Smoker; l -N : 

Pc male, smoker. 
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PM3006630218 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-30 

Urinalysis Laboratory Data by Subject; Microscopies 
(Page 12 of!2) 


Subject 

Number 

Subject 

Classification 3 

Time point 

Result 

501 

F-NS 

Screening 

Ncg 



Enrollment 

Neg 

502 

F-S 

Screening 

Nee 



Enrollment 

RBCO-I 

503 

F-S 

Screening 

Neg 



Enrollment 

Neg 

504 

F-S 

Screening 

Neg 



Enrollment 

RHCft-1 

505 

F-NS 

Screening 

Neg 



Enrollment 

RBC 0-1 

506 

F-S 

Screening 

Neg 



Enrollment 

Neg 


a Subject Classification: M-NS=Male, Non-Smoker: M*S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630219 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page I of 20) 


Subject 

Number 

Subject 

Classification' 1 

Time point 

Date 

Time 

Dav Type 

001 

r-s 

Week 1 

09-M AY-2001 

07:37 

Non-Leisure 



J Week 2 

I4-MAY-200I 

07:17 

Leisure 



Week 3 

22-MAY-2001 

07:21 

Non-Leisure 



Week 6 

1 l-JUN-2001 

07:20 

Leisure 

002 

F-S 

Week 1 

09-MAY-200I 

06:15 

Non-Leisure 



Week 2 

I4-MAY-2[)01 

07:27 

Leisure 



Week 3 

24-MAY-2001 

06:42 

Non-Leisure 



Week 6 

1 l-JUN-2001 

00: 17 

Leisure 

003 

F-S 

Week 1 

11-MAY-2001 

14:10 

Leisure 



Week 2 

18-MAY-2001 

11:26 

Leisure 



Week 3 

24-MAY-2001 

■ 2: S9 

Leisure 



Week 6 

14-J UN-2001 

11:19 

Non-Leisure 

004 

F-S 

Week 1 

09-MAY-200! 

I3:P6 

Leisure 



Week 1 

14-MAY-2001 

09:13. 

Leisure 



Week 3 

22-M AY-2001 

11:47 

Non-Leisure 



Week 6 

1 l-JUN-2001 

11:45 

Non-Leisure 

005 

F-S 

Week 1 

09-M AY-2001 

07:52 

Leisure 



Week 2 

14-MAY-2001 

07:41 

Leisure 



Week 3 

23-M AY-2001 

07:31 

Leisure 



Week 6 

08-JUN-2001 

07:15 

Leisure 

006 

F-S 

Week 1 

09-MAY-2001 

07:40 

Non-Leisure 



Week 2 

I5-MAY-200I 

13:10 

Leisure 



Week 3 

22-MAY-2001 

11:24 

Non-Leisure 



Week 6 

12-JUN-2001 

13:13 

Leisure 

007 

F-S 

Week 1 

09-MAY-200I 

14:35 

Non-Leisure 



Week 2 

■ 17-M AY-2001 

14:12 

. Leisure 



Week 3 

25-M AY-2001 

08:56 

Non-Leisure 



Week 6 

1 l-JUN-2001 

08:31 

N-on-Leisure 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS - Female, Non Smoker; F-S^Female, Smoker. 
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PM3006630220 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing lb.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 2 of 20) 


Subject 

Number 

Subject 

Classification 3 

Timepoinl 

Date 

Time 

Dav T ype 

008 

F-S 

Week 1 

14-MAY-2001 

10:25 

leisure 



Week 2 

18-MAY-2001 

09:36 

Leisure 



Week 3 

24-MAY-200I 

08:38 

Non-Leisure 



Week 6 

15-JIJN-2IWH 

10:05 

Leisure 

009 

F-S 

Week 1 

09-MAY-200I 

09:08 

Leisure 



Week 2 

14-MAY-2001 

12:58 

Leisure 



Week 3 

21-MAY-2001 

12:59 

Non-Leisure 



Week 6 

1 l-JUN-2001 

13:00 

leisure 

010 

F-S 

Week 1 

1 1-MAY-2001 

15:10 

Nr>n-J .eisurc 



Week 2 

15-M AY-2001 

15:22 

Leisure 

011 

F-S 

Week 1 

09-MAY-2001 

05:58 

Non-Leisure 



Week 2 

20-MAY-2001 

13:02 

Leisure 



Week 3 

25-MAY-200I 

09:28 

Non-Leisure 



Week 6 

I7-JUN-200I 

11:22 

Leisure 

012 

F-S 

Week 1 

09-MAY-2001 

06:09 

Leisure 



Week 2 

I5-MAY-200I 

12:27 

Leisure 



Week 3 

24-MAY-2001 

10:44 

Non-Leisure 



Week 6 

16-JUN-2001 

11:17 

Non- Leisure 

013 

F-S 

Week 1 

09-MAY-2001 

08:41 

Non-Leisure 



Week 2 

I4-MAY-2001 

08:59 

Leisure 



Week 3 

21-MAY-2001 

09:15 

Non-Leisure 



Week 6 

1 l-JUN-2001 

08:55 

Leisure 

014 

F-S 

Week 1 

09-MAY-200I 

08.31 

Non-Leisure 



Week 2 

I4-MAY-200I 

08:08 

Leisure 



Week 3 

21-MAY-2001 

08:25 

Non-1 eisure 



Week 6 

1 l-JUN-2001 

08:39 

Non-Leisure 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male» Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker 
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PM3006630221 


RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 


Actual Blood and/or Plasma Collection Times by Subject 

(Page 3 of 20)’ 

Subject 

Number 

Subject 

Classification" 

Timepoint 

Dale 

Time 

Day Ivpc 

015 

F-S 

Week 1 

09-MA Y-2001 

10:52 

Leisure 



Week 2 

14-MA Y-2001 

10:33 

Leisure 



Week? 

21-MAY-2001 

12:28 

' Non-Leisure 



Week 6 

11-JUN-200I 

12:20 

Non-Leisure 

016 

F-S 

Week 1 

09-MAY-2001 

07:20 

Non-Leisure 



Week 2 

15-MAY-2001 

12:05 

Leisure 



Week 3 

22-MA Y-2001 

12:13 

Non-Lcisurc 



Weeks 

ll-JUN-2001 

11:5ft 

Non-Leisure 

017 

F-S 

Week 1 

09-MAY-200I 

09:21 

Non-Leisure 



Week 2 

25-MAY-200I 

08:42 

Non-Leisure 



Week 3 

30-MAY-200 i 

08:44 

Non-Leisure 



Week 6 

14-JUN-2001 

09:1 1 

Leisure 

018 

F-S 

Week 1 

09-M AY-2001 

07:13 

Non-Leisure 



Week 2 

15-MA Y-2001 

07:13 

Leisure 



Week 3 

22-MAY-2001 

07:35 

Non-Leisure 



Week 6 

I2-JUN-200I 

11:53 

Leisure 

019 

F-S 

Week 1 

11-MAY-2001 

13:08 

Non-Leisure 



Week 1 

17-MA'Y-2001 

06:59 

Leisure 



Week 3 

22-MAY-2001 

07:27 

Leisure 



Week 6 

I3-JUN-200I 

09:43 

Non-Leisure 

020 

F-S 

Week 1 

09-MAY-2001 

10:57 

Non-Leisure 



Week 2 

l<vMAY-2001 

10:57 

Leisure 



Week 3 

23-MAY-2001 

10:52 

Leisure 



Week 6 

13-JUN-2001 

11:00 

Non-Lei sure 

021 

F-S 

Week 1 

10-MAY-2001 

14:24 

Non-Leisure 



Week 2 

14-MA Y-2001 

15:03 

Leisure 



Week 3 

24-MAY-2001 

14:47 

Non-Leisure 



Week 6 

17-JUN 2001 

11:27 

Leisure 

3 Subject Classification: M-NS^ 

-Male, Non-Smoker; M-S"Male, Smoker; F-NS= 

Female, Non-Smoker; F-S-Female, Smoker 
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PM3006630222 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 4 of 20) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

Time 

Day Type 

022 

F-S 

Week l 

10-MAY-200I 

06:31 

Leisure 



Week 2 

17-MAY-200I 

06:25 

1 .enure 



Week 3 

24-MAY-200I 

06:18 

Non-Leisure 



Week 6 

I2-JUN-200I 

06:23 

Non-Leisure 

023 

F-S 

Week 1 

10-MAY-200I 

06:45 

Non-Leisure 



Week 2 

17-MAY-2001 

07:12 

Leisure 



Week 3 

24-MAY-200! 

06:51 

Non-Leisure 



Week 6 

11-JUN-2001 

15:55 

Non-Leisure 

024 

F-S 

Week 1 

II -MAY-2001 

07:23 

Non-Leisure 



Week 2 

I8-MAY-2001 

07:07 

Leisure 



Week 3 

25-MAY-2001 

08:29 

Non-Leisure 



Week 6 

I3-JUN-200! 

07:18 

Leisure 

025 

F-S 

Week 1 

10-MAY-2001 

11:12 

Non-Leisure 



Week 2 

2fLM AY-2001 

11:35 

Leisure 



Week 3 

25-M AY-2001 

11:49 

Non-Leisure 



Week 6 

I7-JUN-200! 

11:50 

Leisure 

026 

F-S 

Week 1 

II-MAY-2001 

11:20 

Leisure 



Week 2 

14-MAY-200I 

10:40 

Leisure 



Week 3 

24-MAY-200I 

11:17 

Non-Lei sure 



Week 6 

HS-JUN-20Q1 

11:26 

Leisure 

027 

F-S 

Week 1 

II-MAY-2001 

08:48 

Non-Leisure 



Week 2 

I6-MAY-200I 

10:46 

Leisure 



Week 3 

21-MAY-2001 

09:26 

Non-Leisure 



Week 6 

13-JUN-200I 

11:17 

Leisure 

028 

F-S 

Week 1 

II-MAY-2001 

09:20 

Non-Leisure 



Week 2 

17-MAY-200I 

09:17 

Leisure 



Week 3 

24-MAY-2001 

09:14 

Leisure 



Week 6 

12-JLJN-2001 

09:28 

Leisure 

3 Subject Classification: M-NS- 

s Malc, Non-Smoker; M-S=Male, Smoker; F-NS= 

Female, Non-Smoker; F-S=FciYiale, Smoker. 
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PM3006630223 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-31 

Actual Rlood and/or Plasma Collection l imes by Subject 
(Page 5 of 20) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Date 

Time 

Day Type 

029 

r-s 

Week 1 

II-MAY-2001 

07:32 

Non-Leisure 



Week 2 

16-MAY-2001 

09:18 

Leisure 



Week 3 

21-MAY-2001 

10:01 

Leisure 



Week 6 

15-JUN-2001 

10:20 

Non-Leisure 

030 

F-S 

Week 1 

10-M AY-2001 

10:55 

Non-Leisure 



Week 2 

J4-MAY-200I 

06:58 

Leisure 



Week 3 

21-MAY-2001 

07:21 

Leisure 



WeekO 

12-JUN-200I 

06:41 

Non-Leisure 

03! 

F-S 

Week 1 

IQ-M AY-2001 

11:28 

Non-Leisure 



Week 2 

15-M AY-2001 

07:51 

Leisure 



Week 3 

23-M AY-2001 

08:47 

Non-Leisure 



Week 6 

I5-JUN-200I 

10:12 

Leisure 

032 

F-S 

Week 1 

11-MAY-2001 

15:03 

Leisure 



Week 2 

20-M AY-2001 

10:03 

Leisure 



Week 3 

25-M AY-2001 

09:01 

Non-Leisure 



Week 6 

18-JUN-2001 

06:15 

Leisure 

033 

F-S 

Week 1 

11-MAY-2001 

10:28 

Non-Leisure 



Week 2 

15-MAY-2001 

08:53 

Leisure 



Week 3 

22-MAY-200I 

08:22 

Non-Leisure 



Week 6 

18-JUN-2001 

08:18 

leisure 

034 

F-S 

Week 1 

II-MAY-2001 

15:14 

Non-Leisure 



Week 2 

20-M AY-2001 

09:30 

Leisure 



Week 3 

30-MAY-200! 

03:36 

Non-Leisure 



Week 6 

IR-JCN-2001 

13:27 

Leisure 

035 

F-S 

Week 1 

10-M AY-2001 

05:21 

Leisure 



Week 2 

16-M AY-2001 

05:47 

Leisure 



Week 3 

22-M AY-2001 

06:22 

Non-Leisure 



Week 6 

13-JUN-2001 

06:10 

Leisure 


4 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker: F-NS= Female. Non-Smoker; F-S=Kemate, Smoker. 
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PM3006630224 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 6 of 20) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Date 

Time 

Day T ype 

036 

M-S 

Week 1 

09-MAY -2001 

07:03 

Leisure 



Week 2 

IS-MAY-2001 

07:24 

Leisure 



Week 3 

22-MAY-2091 

06:44 

Non-Leisure 



Week 6 

11-JUN-2001 

06:40 

Non-I.eisurc 

037 

MS 

Week 1 

10-M AY-2001 

10:14 

Non-Leisure 



Week 2 

lb-MAY-2001 

06:28 

Leisure 



Week 3 

22-MAY-2001 

09:33 

Non-Leisure 



Week 6 

13-JUN-20U1 

11:31 

Leisure 

038 

M-S 

Week 1 

09-MAY-2D01 

09:18 

Leisure 



Week 2 

I4-MAY-200I 

09:06 

Leisure 



Week 3 

2!-MAY-2001 

09:06 

Non-Leisure 



Week 6 

1W UN-2001 

09:02 

Non-Leisure 

039 

M-S 

Week 1 

09 MAY-2001 


Leisure 



Week 1 

09-M AY-2001 

06:52 

Leisure 



Week 2 

14-MAY-2D01 

06:40 

Leisure 



Week 3 

2)-MAY-2001 

06:55 

Non-Leisure 



Week 6 

11 -JUN-2001 

06:33 

Non-Leisure 

040 

M-S 

Week 1 

I6-MAY-2001 

09:41 

Leisure 



Week 2 

20-MAY-2001 

08:25 

Leisure 



Week 3 

24-MAY-200I 

13:16 

Non-leisure 



Week 6 

17-JUN-200I 

08:34 

Non-Leisure 

041 

M-S 

Week 1 

11-MAY-2001 

14:48 

Non-Leisure 



Week 2 

14-M AY-2001 

09:51 

Leisure 



Week 3 

21-MAY-200I 

14:4! 

Leisure 



Week 6 

I3-JUN-2001 

09:18 

Non-Leisure 

042 

M-S 

Week] 

10-MAY-200I 

12:05 

Non-Leisure 



Week 2 

14-MAY-2001 

13:08 

Leisure 



Week 3 

24-MAY-200I 

12:05 

Non-Leisure 



Week 6 

1 f-JUN-2001 

12:0! 

Non-Leisure 

3 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S~Male, Smoker; F-NS= 

Female, Non-Smoker; F-S-Female, Smoker 





Draft 1:24 July 2002 


Page 14877 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630225 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 


Actual Blood and/oi Plasma Collection Times by Subject 
(Page 7 of 20) 

Subject 

Subject 





Number 

Cl ass ift cation 3 

Timepoint 

Dale 

Time 

Day Type 

043 

M-S 

week l 

09-MAY-200I 

09:40 

Non-Leisure 



Week 2 

I4-MAY-200I 

09:50 

Leisure 



Week? 

23-MAY-200I 

09:36 

Non- Leisure 



Week 6 

] l-JI JN-2001 

09:30 

Leisure 

044 

M-S 

Week 1 

09-MAY-2001 

12:34 

Non-Leisure 



Week 2 

17-MAY-2001 

12:33 

Leisure 



Week 3 

23-MAY-2001 

12:23 

Non-Leisure 



Week 6 

I4-JUN-2001 

11:3S 

Leisure 

045 

M-S 

Week 1 

I0-MAY-2001 

14:57 

Leisure 



Week 2 

I7-MAY-2001 

12:27 

Leisure 



Week 3 

24-MAY-2001 

12:45 

Leisure 



Week 6 

11-JUN-200I 

15:03 

Non-Leisure 

046 

M-S 

Week 1 

11-MAY-2001 

09:29 

Leisure 



Week 2 

14-MAY-2001 

09:38 

Leisure 



Week 3 

21-MAY-200! 

09:19 

Non-Leisure 



Week 6 

12 JUN 2001 

09:41 ■ 

Non-Leisure 

047 

M-S 

Week I 

IO-iVf AY-2001 

14:54 

Leisure 



Week 2 

16-M AY-2001 

10:13 

Leisure 



Week 3 

23-MAY 2001 

10:15 

Non-Leisure 



Week 6 

13-JI JN-2001 

1(1:17 

Leisure 

04R 

M-S 

Week 1 

I0-MAY-2001 

09:30 

Non-Leisure 



Week 2 

16-M AY-2001 

09:23 

Leisure 



Week 3 

21-MAY-2001 

13:25 

Non-Leisure 



Week 6 

12-JUN-2001 

09.35 

Leisure 

049 

M-S 

Week 1 

11-MAY-2001 

06:40 

Non-Leisure 



Week 2 

15-MAY-200I 

08:39 

Leisure 



Week 3 

23-MAY-200I 

08:34 

Leisure 



Week 6 

1 l-JUN-2001 

09:05 

Non-Leisure 


a Subject Classification: M-NS=Male, Non Smoker; M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S-Fcmalc* Smoker. 
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PM3006630226 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 


Actual Blood and/or Plasma Collection Times by Subject 
(Page X nf 20) 

Subject 

Subject 





Number 

Classification* 

limepoint 

Date 

Time 

Day Type 

050 

M-S 

Week 1 

11-MAY-2001 

07:29 

Non-Leisure 



Week 2 

14-M AY-2001 

08:24 

Leisure 



Week 2 

23-MAY-2001 

07:08 

Non-Leisure 



Week 6 

18-JUN-2001 

06:46 

Leisure 

052 

M-S 

Week 1 

11-MAY-2001 

tO: 11 

Leisure 



Week 2 

1K-MAY-2U01 

10:21 

Leisure 



Week 3 

24-M AY-2001 

12.13 

Non-Leisure 



Week 6 

12-JUN 2001 

12:10 

Non-Leisure 

054 

M-S 

Week 1 

10-M AY-2001 

10:38 

Non-Leisure 



Week 2 

I6-MAY-2001 

05:53 

Leisure 



Week? 

23-MAY 2001 

ii.nn 

1 1 -i-i. 

Non-Leisure 



Week 6 

I3-JUN-20OI 

11:57 

Leisure 

055 

M-S 

Week 1 

10-MAY-2001 

09:23 

Non-Leisure 



Week 2 

15-M AY-2001 

07:05 

Leisure 



Week 3 

23-M AY-2001 

07:14 

Non-Leisure 



Week 6 

13/JUN-2001 

07:00 

Leisure 

050 

M-S 

Week l 

11 -MAY -2001 

10:40 

Non-Leisure 



Week 2 

20-M AY-2001 

06:35 

Leisure 



Week 3 

25-M AY-2001 

06:49 

Non-Leisure 



Week 6 

16-J UN-2001 

08:11 

Non-Leisure 

057 

M-S 

Week 1 

10-M AY-2001 

08:08 

Non-Leisure 



Week 2 

I5-MAY-200I 

14:03 

Leisure 



Week 3 

21-MAY-2001 

14:03 

Non-Leisure 



Week 6 

17 JUN 2001 

12:14 

N6n-Lcisurc 

058 

M-S 

Week ] 

11-MAY-2001 

10:18 

Uisure 



Week 2 

20-MAY-200I 

12:18 

Leisure 



Week 3 

25-M AY-2001 

10:22 

Non-Leisure 



Week 6 ' 

18-JUN-2001 

09:59 

Leisure 


a Subject Classification: M-NS=Mate, Non-Smoker: M-S=Male, Smoker; F-NS” Female, Non-Smoker; F-S=Fcn*afe, Smoker. 
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PM3006630227 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-84S0 


Listing 16.5-3 I 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 9 of 20) 


Subject 

Number 

Subject 

Classification 11 

Timepoint 

Dale 

Time 

Day Type 

059 

M-S 

Week ] 

IO-MAY-2001 

12:51 

Non-Leisure 



Week 2 

16-MAY-2001 

07:23 

Leisure 



Week 3 

22-MAY-2001 

08:34 

Nnn-1 eisure 



Week 6 

I6-JUN-20D1 

08:44 

Non-Leisure 

060 

M-S 

Week 1 

II-MAY-2001 

12:25 

Non-Leisure 



Week 2 

1S-MAY-2001 

10:56 

leisure 



Week 3 

25-MAY-2001 

11:58 

Non-Leisure 



Week 6 

M JUN-2001 

08:47 

Leisure 

061 

M-S 

Week 1 

11-MAY-2001 

15:21 

Non-Leisure 



Week 2 

I7-MAY-200I 

08:14 

Leisure 



Week 3 

23-M AY-200! 

10:10 

Leisure 



Week 6 

14-JUN-2001 

10:33 

Non-Leisure 

062 

M-S 

Week 1 

11-MAY-2001 

11:50 

Non-Leisure 



Week 2 

16-M AY-2001 

12:07 

Leisure 



Week 3 

24-MAY-2001 

11:43 

Non-Leisure 



Week 6 

I4-JUN-2001 

12:43 

Leisure 

063 

M-S 

Week I 

11-M AY-2001 

08:27 

Leisure 



Week 2 

20-MAY-2001 

10:40 

Leisure 



Week 3 

25-MAY-2001 

07:19 

Non-Lei sure 



Week 6 

I5-JUN-200I 

07:12 

Non-leisure 

065 

M-S 

Week 1 

11-M AY-2001 

12:55 

Non-Leisure 



Week 2 

I7-MAY-2001 

08:51 

Leisure 



Week 3 

22-MAY-2001 

11:53 

Lcisuic 



Week 6 

16-JUN-2001 

10:13 

Non Leisure 

067 

M-S 

Week [ 

1 l-MAY-2001 

11:59 

Non-Leisure 



Week 2 

17-M AY-2001 

07:43 

Leisure 



Week 3 

24-M AY-2001 

10:00 

Non-Leisure 



Week 6 

I5-JU1W20AI 

10:45 

Leisure 


a Subject Classification: M-NS~Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S~Female, Smoker 
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PM3006630228 


RSR 




Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Lisling 16.5-31 

Actual Blood and/or Plasma Col led ion Times by Subject 
(Page 10 of 20) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

Time 

Day Type 

066 

M-S 

Week 1 

1 l-MAY-2001 

11:30 

Non-Leisure 



Week 2 

20-MAY-2001 

11:05 

Leisure 



Week 3. 

25-MAY-2001 

10:13 

Non-Leisure 



Week 6 

17-J UN-2001 

08:58 

Leisure 

069 

M-S 

Week l 

15-MAY-200I 

10:23 

Leisure 



Week 2 

22-MAY-2001 

13:25 

Leisure 



Week 3 

04-JUN-2001 

11:35 

Non-I .cisurc 



Week 6 

I3-JUN-2001 

06:10 

Non-Leisure 

07 L 

F-NS 

Week 1 

1 l-MAY-2001 

11:00 

Leisure 



Week 2 

18-M AY-2001 

08:55 

Leisure 



"'Wk J 

22-MAY-2001 

07:21 

Non-Leisure 



Week 6 

I2-JUN-200I 

08:48 

Non-Leisure 

072 

F-NS 

Week 1 

09MAY 2001 

13:02 

Leisure 



Week 2 

14-M AY-2001 

07:09 

Leisure 



Week 3 

22-M AY-2001 

08:27 

Non-Lei sure 



Week 6 

12-JlJN 2001 

07:15 

Non-Leisure 

075 

F-NS 

Week 1 

09-M AY-2001 

07:28 

Leisure 



Week 2 

18-MAY-2001 

10.30 

Leisure 



Week 3 

22-M AY-2001 

10:18 

Non-Leisure 



Week 6 

13-JUN-2001 

06:18 

Non-! eisurc 

074 

F-NS 

Week 1 

09-M AY-2001 

08:19 

Non-Leisune 



week 2 

14-MAY-200I 

09:19 

Leisure 



Week 3 

22-MAY-20O1 

11:13 

Non-Leisure 



Week 6 

11-JUN-2001 

07:29 

Lei^utc: 

075 

F-NS 

Week 1 

09-MAY-2001 

07:46 

Non-Leisure 



Week 2 

I4-MAY-2001 

14:12 

Leisure 



Week 3 

23-M AY-2001 

08:32 

Non-Leisure 



Week 6 

14-JUN-2001 

08:07 

Leisure 

3 Subject Classification: M-NS= 

Male, Non-Smoker; M-S^Male, Smoker; F-NS= 

Female, Non-Smoker; F-S=FemaIe, Smoker. 
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PM3006630229 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 11 of 20) 


Subject Subject 


Number 

Classification 3 

Timcpoint 

Date 

Time 

Day Type 

076 

F-NS 

Week 1 

11-MAY-2001 

16:23 

Non-Lcisurc 



Week 2 

20-MAY-2001 

12:24 

Leisure 



Week 7 

2.S-MAY-2001 

12:28 

Nan-Leisure 



Week 6 

1 l-JUN-2001 

14:58 

Leisure 

077 

F-NS 

Week 1 

09-MAY-2001 

08:54 

Non-Leisure 



Week 2 

14-MAY-2001 

08:36 

leisure 



Week 3 

21-MAY-2001 

08:43 

Non-Leisure 



Week 6 

1 l-JUN-2001 

08:12 

Leisure 

078 

F-NS 

Week 1 

HI-MAY-2001 

12:57 

Non-Leisure 



Week 2 

I4-MAY-2001 

14:31 

Leisure 



Week 3 

21-MAY-2001 

33:05 

Leisure 



Week 6 

I3-JUN-200I 

11.21 

Non-Leisure 

079 

F-NS 

Week 1 

09-MAY-200I 

12 42 

Non-Leisure 



Week 2 

14-M AY-2001 

11:53 

Leisure 



Week 3 

21-MAY-2001 

12:00 

Leisure 



Week 6 

1 l-JUN-2001 

12:10 

Non-Leisure 

080 

F-NS 

Week 1 

09-MAY-2001 

06:42 

Leisure 



Week 2 

15-M AY-2001 

07:18 

Leisure 



Week 3 

21-MAY-2001 

07:13 

Non-Leisure 



Week 6 

11 -JUN-2001 

06:31 

Non-Leisure 

081 

F-NS 

Week ! 

09-MAY-2001 

13:43 

Non-Leisure 



Week 2 

14-MAY-2001 

13:27 

Leisure 



Week 3 

22-MAY-2001 

13:19 

Non-Leisure 



Week 6 

1 l-JUN-2001 

13:30 

Leisure 

082 

F-NS 

Week 1 

09-M AY-2001 

05:38 

Non-Leisure 



Week 2 

20-MAY-2001 

11:22 

Non-Leisure 



Week 3 

25-MAY-2001 

06:13 

Non-Leisure 



Week 6 

1S-J UN-2001 

06:38 

Leisure 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S=Fema1e, Smoker. 
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PM3006630230 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 12 of 20} 


Subject 

Number 

Subject 

Classification' 1 

Timcpoint 

Date 

Time 

Dav Type 

, 083 

F-NS 

Week 1 

10-MAY-2001 

09:57 

Non-Leisure 



Week 2 

15-MAY-2001 

06:57 

Leisure 



Week 3. 

25-MAY-2001 

09:44 

Non-Leisure 



Week 6 

12-JUN-2001 

07:23 

Leisure 

084 

F-NS 

Week 1 

09-MAY-200I 

10:13 

Non-Leisure 



Week 2 

14-MA Y-2001 

10:06 

Leisure 



Week 3 

23-M AY-2001 

09:57 

- Non-Leisure 



Week 6 

13-JUN-2001 

10:12 

Leisure 

085 

F-NS 

Week 1 

10-M AY-2001 

10:31 

Non-1 .ersnre 



Week 2 

16-MA Y-2001 

10:37 

Leisure 



Week 3 

23-MAY-2001 

11; 13 

Leisure 



week 6 

ll-JUN-2001 

11:52 

Non-Leisure 

086 

F-NS 

Week 1 

10-M AY-2 001 

12:28 

Leisure 



Week 2 

1S-MA Y-2001 

07:30 

Leisure 



Week 3 

25-MAY-200I 

11:11 

Non-Lei sure 



Week 6 

12-JUN-200I 

06:42 

Non-Leisure 

087 

f-ns 

Week 1 

10-MA Y-2001 

10:03 

Non-Lei sure 



Week 2 

15- MAY-2001 

08:00 

Leisure 



Week 3 

22-MAY-20QI 

09:52 

Non-Lei sure 



Week 6 

1 l-JUN-2001 

08:51 

leisure 

088 

F-NS 

Week 1 

09-MAY-2001 

07:21 

Non-Leisure 



Week 2 

14-MAY-2001 

08:16 

Leisure 



Week 3 

23-M A Y-2001 

07:23 

Non-Leisure 



Week 6 . 

11 JUN-2001 

07:10 

Leisure 

089 

F-NS 

Wcckl 

10-MAY-200I 

08:48 

Non-Leisure 



Week 2 

16-VIA Y-2001 

07:50 

Leisure 



Week 3 

22-M A Y-2001 

08:37 

Non-Leisure 



Week 6 

ll-JUN-2n01 

14:30 

Leisure 

3 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S=Male, Smoker; F-NS- 

Female, Non-Smoker; F-S^Female, Smoker. 
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PM3006630231 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 13 of20) 


Subject 

Number 

Subject 

Classification 1 

TimeDoim 

Date 

Time 

Day Type 

090 

F-NS 

Week I 

10-M AY-2001 

08:25 

Non-Leisure 



Week 2 

14-M AY-2001 

08:49 

Leisure 



Week 3 

24-MAY-2001 

08:30 

Non-Let sure 



Week 6 

12-JUN-200I 

09:03 

Non-Leisure 

091 

F-NS 

Week 1 

10-M AY-2 001 

08:35 

Non-Lei sure 



Week 2 

I5-MAY-200J 

08:46 

Leisure 



Week 3 

22-MAY-2001 

08:49 

leisure 



Week 6 

12-JUN-200I 

08:55 

Non-Leisure 

092 

F-NS 

Week I 

10- MAY-2001 

09:13 

Non-Leisure 



Week 2 

15-MAY-2001 

09:07 

Leisure 



Week 3 

21-MAY-200! 

08:54 

Leisure 



Week 6 

14-JUN-2001 

07:39 

Non-Leisure 

093 

F-NS 

Week 1 

10 MAY-2001 

10:47 

Non-Leisure 



Week 2 

16. MAY-2001 

10:51 

Leisure 



Week 3 

22-MAY-200I 

10:57 

Non-Leisure 



Week 6 

I3-JUN-200I 

10:54 

Leisure 

094 

F-NS 

Week 1 

I0-MAY-2001 

07:17 

Non-Leisure 



Week 2 

16-MAY-200I 

09:52 

Leisure 



Week 3 

21-MAY-2001 

10:22 

Non-Leisure 



Week 6 

13-IUN-2001 

09:27 

Non-Leisure 

095 

F-NS 

Week 1 

09-MAY-2001 

13:27 

Leisure 



Week 2 

15-MAY-200I 

11:33 

Leisure 



Week 3 

23-MAY -2001 

14:45 

Leisure 



Week 6 

12-JUN-200I 

11:38 

Non-Leisure 

096 

F-NS 

Week f 

11-MAY-2001 

13:20 

l .eisurc 



Week 2 

IJ-M AY-2001 

13:23 

Leisure 



Week 3 

21-MAY-2001 

13:19 

Non-Leisure 



Week 6 

17-J UN-2001 

09:28 

Non-Leisure 


a Subject Classification: M-NS^Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker, F-S=Female, Smoker. 
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PM3006630232 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Dlocd and/or Plasma Collection Times by Subject 
(Page 14 of 211) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Date 

Time 

Day Type 

097 

F-NS 

Week 1 

11-MAY-2001 

09; 36 

Non-Leisure 



Week 2 

20-MAY-2001 

09:19 

Leisure 



Week 3 

25-MAY-2001 

09:36 

Non-Leisure 



Week 6 

16-JUN-200t 

09:15 

Leisure 

098 

F-NS 

Week 1 

09-M AY-2001 

15:46 

Non-Leisure 



Week 2 

15-MAY-2001 

15:13 

Leisure 



Week 3 

24-M AY-2001 

15.16 

Non-Leisure 



Week 6 

11 JUN 2001 

15:10 

Non Leisure 

099 

F-NS 

Week 1 

09-MAY-200I 

14:05 

Non-Leisure 



Week 2 

14-M AY-2001 

07:21 

Leisure 



Week 3 

22-MAY-2001 

11:43 

Non-Leisure 



Week 6 

1 l-JUN-2001 

10:07 

Leisure 

too 

F-NS 

Week 1 

10-M AY-2001 

06:36 

Non-Leisure 



Week 2 

18-M AY-2 001 

06:28 

Leisure 



Week 3 

23-M AY-2001 

06:23 

Non-Leisure 



Week 6 

I4-JUN-200I 

06:27 

Leisure 

101 

F-NS 

Week 1 

11-MAY-2001 

06:29 

Non-Leisure 



Week 2 

14-M AY-2 001 

06:31 

Leisure 



Week 3 

25-MAY-2001 

06:44 

Non-Leisure 



Week 6 

I7-JUN-200I 

09:51 

Leisure 

102 

F-NS 

Week 1 

09-MAY-2001 

14:23 

Non-Lei sure 



Week 2 

20-MAY-2001 

11:46 

Unknown 



Week 3 

25-MAY-200I 

10.29 

Leisure 



Week 6 

12 JUN 2001 

07:50 

Non-Leisure 

103 

F-NS 

Week 1 

10-MAY-2001 

08:11 

Non-Lei sure 



Week 2 

20-MAY-2001 

12:46 

Leisure 



Week 3 

24-MAY-200I 

08:57 

Non-Lcisurc 



Week 6 

1S-JUN-2001 

09:14 

Leisure 

a Subject Classification: M-NS - 

■Male, Non-Smoker: M-S—Male, Smoker; 

F-NS= Female, Non-Smoker, F-S=Female, Smoker. 
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PM3006630233 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 15 of 20) 


Subject 

Number 

Subject 

Classification 8 

Timepnint 

Date 

Time 

Day Type 

104 

M-NS 

Week 1 

07-MAY-2001 

09:33 

Non-Leisure 



Week 2 

17-MAY-2001 

07:49 

Leisure 



Week 3 

22-MAY-200I 

07:01 

Non-Leisure 



Week 6 

1 l-JUN-2001 

08:00 

Leisure 

105 

M-NS 

Week 1 

09-MAY-200I 

15:23 

Non-Leisure 



Week 2 

16-MAY -2001 

09:05 

Leisure 



Week 3 

23-MAY-2001 

00.13 

Nun-Leisure 



Week 6 

14-JUN-200I 

06:11 

Leisure 

106 

M-NS 

Week 1 

11-MAY-2001 

13:31 

Leisure 



Week 2 

18-MAY-2001 

07:11 

Leisure 



Week 3 

23-MAY -2001 

08: iO 

Non-Leisure 



Week 6 

1 l-JUN-2001 

07:45 

Non-Leisure 

107 

M-NS 

Week 1 

11-MAY-2001 

06:48 

Non-Leisure 



Week 2 

17-MAY-2001 

07:19 

Leisure 



Week 3 

23-MAY-2001 

07:00 

Non-Leisure 



Week6 

16-JUN-200I 

11:06 

Leisure 

1 os 

M-NS 

Week l 

09-MAY-2001 

12 13 

Leisure 



Week 2 

14-M AY-2001 

11:58 

Leisure 



Week 3 

21-MAY-2001 

12:12 

Non-Leisure 



Week 6 

I3-JUN-2001 

12:12 

Non-Leisure 

109 

M-NS 

Week l 

09-MAY-2001 

09:05 

Leisure 



Week 2 

14-MAY-2001 

08:43 

Leisure 



Week 3 

21-MAY-2001 

08.48 

Leisure 



Week 6 

11 JUN 2001 

08:18 

Leisure 

110 

M-NS 

Week 1 

10-MAY-2001 

08:31 

Non-Leisure 



Week 2 

18-MAY-2001 

08:38 

leisure 



Week 3 

22-MAY-200I 

08:17 

Leisure 



Week 6 

I2-JUN-200I 

08:22 

Non-Lei sure 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male. Smoker; F-NS- Female. Non-Smoker; F-S=Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 16 of 20) 


Subject 

Number 

Subject 

Class ificatiori 1 

Timepoint 

Date 

Time 

Day Type 

111 

M-NS 

Week 1 

09-MAY-200I 

06:51 

Nun-Leisure 



Week 2 

I4-MAY-200I 

06:46 

Leisure 



Week 3 

21-MAY-2001 

07:10 

Nan-Lei sure 



Week 6 

ll-JUN-2001 

06:40 

Leisure 

M2 

M-NS 

Week I 

11-MAY-2001 

07:22 

Leisure 



Week 2 

15-MAY -2001 

07:45 

Leisure 



Week 3 

21-MAY-2001 

07:55 

Non-Leisure 



Week 6 

11- JIJN-3001 

07:53 

Leisure 

113 

M-NS 

Week 1 

11-MAY-2001 

07:14 

Non-1 .cisure 



Week 2 

!5-M AY-2001 

07:40 

Leisure 

114 

M-NS 

Week 1 

1 1-MAY-2001 

11:44 

Non-Leisure 



Week 2 

20-M AY-2001 

07:26 

Leisure 



Week 3 

24-MAY-2001 

10:33 

Non Leisure 



Week 6 

14-J1JN-200I 

10:23 

Leisure 

115 

M-NS 

Week 1 

09-MAY-2001 

10:33 

Non-Leisure 



Week 2 

18-M AY-2001 

10:45 

Leisure 



Week 3 

22-M AY-2001 

10:45 

Non-Leisure 



Week 6 

15-JUN-2001 

09:43 

Leisure 

116 

M-NS' 

Week 1 

09-MAY-2001 

07:02 

Non-Leisure 



Week 2 

15-M AY-2001 

13 56 

Leisure 



Week 3 

21-MAY-2001 

06: IS 

Non-Leisure 



Week 6 

UX-J UN-2001 

06:15 

Leisure 

117 

M NS 

Week 1 

09-M AY-2001 

11:36 

Non-Leisure 



Week 2 

16-M AY-2001 

11:49 

Leisure 



Week 3 

22-MAY-2001 

14:00 

Leisure 



Week 6 

13-JUN-2001 

06:47 

Leisure 

" Subject Classification: M-NS= 

=Male, Non-Smoker; M-S“Male, Smoker; F-NS- 

female, Non-Smoker; F-S=Fcmale, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 17 of 20) 


Subject 

Number 

Subject 

Classification* 

Time point 

Date 

Time 

Day Type 

118 

M-NS 

Week l 

IO-MAY-2001 

13:14 

Non-Leisure 



Week 2 

15-MAY-200I 

13:39 

Leisure 



Week 3 

24-MAY-2001 

12:03 

Leisure 



Week 6 

12-JUN-200I 

12.43 

Leisure 

119 

M-NS 

Week 1 

09-MAY-2001 

12:01 

Non-Lei sure 



Week 2 

14-MAY-2001 

11:46 

Leisure 



Week 3 

21-MAY-2001 

11:55 

Leisure 



Week 6 

12-JUN-200I 

12:00 

Leisure 

120 

M-NS 

Week 1 

09-MAY-2001 

09:14 

Nun-Leisure 



Week 2 

14-M AY-2001 

09:32 

Leisure 




23-MAY-2001 

09:27 

Non-Lei sure 



Week 6 

ll-JUN-2001 

09:10 

Leisure 

121 

M-NS 

Week 1 

09-M AY-2001 

* 11:21 

Non-Lei sure 



Week 2 

14-MAY-200I 

11:07 

Leisure 



Week 3 

22-MAY-200I 

11:03 

Non-Leisure 



Week 6 

ll-JUN-2001 

11:00 

Leisure 

122 

M-NS 

Week 1 

IO-MAY-2001 

13:37 

Non-Leisure 



Week 2 . 

14-M AY-2001 

11:34 

Leisure 



Week 3 

21-MAY-2001 

11:44 

Non-Leisure 



Week 6 

I3-JUN-2001 

11:39 

Leisure 

123 

M-NS 

Week 1 

11-MAY-2001 

05:55 

Non-Leisure 



Week 2 

15-MAY-21X1I 

05:59 

Leisure 



Week 3 

23-M AY-2001 

09:00 

Leisure 



Week 6 

12-JUN-2001 

09:09 

Nuu-Leisure 

124 

M-NS 

Week 1 

I0-MAY-2001 

11:44 

I .erstire 



Week 2 

15-MAY-2001 

12;13 

Leisure 



Week 3 

22-MAY-2001 

12:22 

Non-Leisure 



Week 6 

I3-JUN-200I 

12:29 

Non-Leisure 

8 Subject Classification: M-NS=Male, 

Non-Smoker; M-S=Malc, Smoker; F-NS= 

Female, Non-Smoker; F-S - Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 18 of 20) 


Subject 

Number 

Subject 

Classification 8 

Timcpoint 

Date 

Time 

Day Type 

125 

M-NS 

Week 1 

09-M AY-2001 

13:53 

Nun-Leisure 



Week 2 

16-MAY-2001 

08:50 

Leisure 



Week 3 

23-MAY-200I 

15:04 

Non-Leisure 



Week 6 

I8-JUN-200I 

09:33 

Leisure 

126 

M-NS 

Week 1 

09-MAY-200I 

13:31 

Non-Leisure 



Week 2 

15-M AY-2001 

11:40 

Leisure 



Week 3 

23-M AY-2001 

14.54 

Leisure 



Week 6 

12-JUN-2001 

11:45 

Non-Leisure 

127 

M-NS 

Week 1 

11-MAY-2001 

10:51 

Non-Leisure 



Week 2 

14-MAY-2001 

13:13 

Leisure 



W cck 3 

23-iviA‘Y-200i 

09:24 

Non-Leisure 



Week 6 

1 l-JUN-2001 

13:15 

Leisure 

128 

M-NS 

Week 1 

10-MAY-2001 

13:28 

Non-Leisure 



Week 2 

14-M AY-2001 

12:38 

Leisure 



Week 3 

21-MAY-2001 

12:34 

Leisure 



Week 6 

13-JUN-2U01 

12:50 

Non-Leisure 

129 

M-NS 

Week 1 

IO-MAY-2001 

08:15 

Non-Leisure 



Week 2 

14-MAY-200I 

15:10 

Leisure 



Week 3 

22-MAY-2001 

15:02 

Non-Leisure 



Week 6 

1 l-JUN-2001 

11:08 

Leisure 

130 

M-NS 

Week 1 

10-MAY-2001 

12:08 

Leisure 



Week 2 

15-MAY-2001 

11:50 

Leisure 



Week 3 

23-MAY-2001 

11:49 

Non-Leisure 



Week 6 

13 JUN 2001 

11:51 

Non-Lei sure 

131 

M-NS 

Week 1 

IO-MAY-2001 

09:03 

Non-Lcisurc 



Week 2 

I4-MAY-200I 

08:03 

Leisure 



Week 3 

21-MAY-2001 

07:45 

Leisure 



Week 6 

I2-JUN-2Q01 

07:56 

Non-Leisure 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S^Female, Smoker, 
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PM3006630237 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Col lection Times by Subject 
(Page 19 of20) 


Subject 

Subject 





Number 

Classification 8 

Ttmepoint 

Dale 

Time 

1 Day Type 

132 

M-NS 

Week 1 

10-MAY-200I 

07:39 

Non-Leisure 



Week 2 

18-MAY-2001 

08:24 

Leisure 



Week 3. 

24-M AY-2001 

09:21 

Non-Leisure 



Week 6 

15-JUN-20Ot 

08:16 

Leisure 

133 

M-NS 

Week 1 

10.MAY-2001 

13:47 

Non-Leisure 



Week 2 

I6-MAY-200I 

08:43 

Leisure 



Week 3 

23-MAY-200I 

10:39 

Leisure 



Week 6 

I4-JUN-2001 

08:35 

Leisure 

134 

M-NS 

Week 1 

17-M AY-2001 

11:15 

Non-Leisure 



Week 2 

24-MAY-2001 

13:26 

Leisure 



Week 3 

30-MAY-200! 

11:23 

Non-Leisure 



Week 6 

18-JUN-2001 

11:11 

Non-Leisure 

135 

M-NS 

Week 1 

1 1-MAY-2001 

08:40 

Non-Leisure 



Week 2 

17-MAY-2001 

08:42 

Leisure 



Week 3 

23-MAY-2001 

10:24 

Non-Leisure 



Week 6 

12-JUN-2001 

14:07 

Leisure 

500 

F-NS 

Week 1 

09-MAY-2001 

14:27 

Non-Leisure 



Week 2 

14-MAY-2001 

13:21 

Leisure 



Week 3 

22-MAY-2001 

10:39 

Non-Leisure 



Week 6 

11-J1JN-2001 

12:50 

Leisure 

501 

F-NS 

Week 1 

11-MAY-2001 

09:00 

Non-Leisure 



Week 2 

15-MAY-2001 

09:45 

Leisure 



Week 3 

23-MAY-2001 

09:19 

Non-Leisure 



Week 6 

14-JUN-2001 

OR: 27 

Leisure 

502 

F-S 

Week 1 

I4-MAY-200! 

09:25 

Leisure 



Week 2 

20-MAY-200I 

10:20 

Leisure 



Week 3 

24-MAY-200I 

08:38 

Non-Leisure 



Week 0 

14-JUN-200I 

08:52 

Non-Leisure 

a Subject Classification: M-NS= 

=Malc, Non-Smoker; M-S=Male, Smoker, F-NS= 

Female, Non-Smoker, F-S= Female, Smoker. 
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PM3006630238 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-31 

Actual Blood and/or Plasma Collection Times by Subject 
(Page 20 of 7.0) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

lime 

Dav Type 

503 

F-S 

Week t 

10-MAY-2001 

11:20 

Non-Leisure 



Week 2 

I6-MAY-200I 

11:43 

Leisure 



Week 3 

21-MAY-2001 

11:26 

Leisure 



Week(5 

1 l-JUN-200! 

10:27 

Leisure 

504 

F-S 

Week 1 

11 -MAY-2001 

12:47 

Non-Leisure 



Week 2 

15-M AY-2001 

12:34 

Leisure 



Week 3 

24-MAY-200I 

12:32 

Non-Leisure 



Week 6 

I2-JUN-2003 

12:25 

Leisure 

505 

F-NS 

Week 1 

II-MAY-2001 

05:42 

Leisure 



Week 2 

18-MAY-200I 

06:3.1 

Leisure 



Week 3 

2 5-MAY-200! 

06.59 

Non-t.cisUK 



Week 6 

I2-JUN-2001 

06:32 

Non-Leisure 

506 

F-S 

Week 1 

11 -MAY-2001 

13:08 

Non-Leisure 



Week 2 

17-M AY-2001 

13:19 

Non-Leisure 



Week 3 

24-MAY-2001 

13:12 

Leisure 



Week 6 

1 l-JUN-2001 

13:10 

Non-Leisure 

3 Subject Classification: M-NS= 

-Male, Non-Smoker; M-S=Ma1c, Smoker; F-NS 

- Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630239 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-1 lour Urine Collection Times by Subject 
(Page 1 of 16) 


Subject 

Number 

Subject 

Classification' 

Timecoinl 

Start 


Stop 


Total Volume 

Day Type 

Date 

Time 

Date 

Time 

OtiL) 

001 

F-S 

Week 1 

08-MA Y-2001 

07:05 

09-M A Y-2001 

07:45 

1250 

Non-Leisure 



Week 2 

13-M A Y-2001 

07:00 

14-MA Y-2001 

07:04 

1350 

Leisure 



Week 3 

21-MAY-2001 

. 07:00 

22-MAY-200I 

07:10 

1470 

Non-Leisure 

002 

F-S 

Week 1 

0S-MAY-2001 

06:00 

09-M AY-2001 

06:03 

700 

Non-Leisure 



Week 2 

13-MAY-2001 

07:15 

14-MA Y-2001 

07:12 

890 

Leisure 



Week 3 

23-MA Y-2001 

06:30 

24-MA Y-2001 

06:30 

1140 

Non-Leisure 

003 

F-S 

Week 1 

IO-MAY-2001 

14:00 

11-MAY-2001 

14:03 

690 

Leisure 



Week 2 

17-MA Y-2001 

11:00 

18-MAY-2001 

1170 

1065 

Leisure 



Week 3 

23-MA Y-2001 

12:00 

24-MAY-2001 

12:07 

750 

Leisure 

004 

F-S 

i. 

08-MAY-200J 

14:10 

r\n i < i it aaai 

U?-LV|/V 1 -iW 1 

13:06 

i 460 

Leisure 



Week 2 

13-M AY-2001 

09:22 

I4-MAY-2001 

09:02 

2300 

Leisure 



Week 3 

2I-MAY-2001 

12:10 

22-MA Y-2001 

1 1:59 

1840 

Non-Leisure 

005 

F-S 

Week 1 

0R-M AY-2001 

07:15 

09-M A Y-2001 

07:35 

14R0 

Leisure 



Week 2 

13-MAY-2001 

07:15 

14-MA Y-2001 

07:34 

1615 

Leisure 



Week 3 

22-MAY-2001 

06:45 

23-MA Y-2001 

07:16 

880 

Leisure 

006 

F-S 

Week 1 

08-MAY-200] 

07:25 

09-M A Y-2001 

07:22 

2900 

Non-Leisure 



Week 2 

14-MAY-2001 

13:00 

15-M A Y-2001 

13:05 

3100 

Leisure 



Week 2 

21-MAY-2001 

\0:30 

22-MA Y-2001 

11.14 

2450 

Non-Leisure 

007 

F-S 

Week 1 

08-MAY-2Q0] 

14:30 

09-MA Y-2001 

14:22 

870 

Non-Leisure 



Week 2 

16-MA Y-2001 

14:00 

17-MAY-200I 

14:04 

1775 

Leisure 



Week 3 

24-MA Y-2001 

08:30 

25-MAY-2001 

09:17 

1890 

Non-Leisure 

008 

F-S 

Week 1 

13-MAY-2001 

09:45 

14-MA Y-2001 

10:09 

3125 

Leisure 



Week 2 

I7-MAY.200I 

10:00 

IS-M A Y-2001 

10:00 

3 son 

Leisure 



Week 3 

23-MAY-200I 

07:45 

24-MA Y-2001 

08:22 

3125 

Non-Leisure 

009 

F-S 

Week 1 

08-M AY-2001 

OR:45 

09-MA Y-2001 

08:54 

4352 

Leisure 



week 2 

13-M A Y-2001 

12:45 

14-MA Y-2001 

12:50 

4300 

Leisure 



Week 3 

20-M A Y-2001 

12:40 

21 -MAY-2001 

12:54 

5170 

Non-Leisure 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc J Smoker; F-NS= Female. Non-Smoker; F-S=Feriiale. Smoker 
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PM3006630240 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Mour Urine Collection Times by Subject 
(Page 2 of 16) 


Subject 

Number 

Subject 

Classification 9 

Timepoint 

Start 

Date 

Time 

Stop 

Date 

Time 

Total Volume 
(mL) 

Day Type 

010 

r-s 

Week 1 

10-MA Y-2001 

02:32 

11-MAY-2001 

14:54 

990 

Non-Leisure 



Week 2 

I4-MAY-200I 

14:58 

15-M AY-2001 

15:07 

680 

Leisure 

on 

F-S 

Week 1 

08-MAY-200I 

06:00 

09-MAY-2001 

05:45 

1470 

Non-Leisure 



Week 2 

19-M AY-2001 

12:45 

20-MAY-2001 

12:55 

1420 

Leisure 



Week 3 

24-MAY-2001 

09:45 

25-MAY-2001 

09:40 

1640 

Non-Leisure 

012 

F-S 

Week 1 

08-M AY-2001 

05:47 

09-MAY-2001 

05:54 

1550 

Leisure 



Week 2 

15-M AY-2001 

12:10 

16-MAY-2001 

12:15 

950 

Leisure 



Week 3 

23-MAY-2001 

10:30 

24-MAY-200I 

10:32 

1820 

Non-Leisure 

013 

F-S 

Week l 

08-MAY-2001 

08:20 

09-MAY-200I 

08:50 

1250 

Non-leisure 



Week 2 

13-MAY-2001 

08:55 

l4-MAY-200i 

08:44 

i0i0 

Leisure 



Week 3 

20-MAY-2001 

08:45 

21-MAY-200I 

09:04 

730 

Non-Leisure 

014 

F-S 

Week 1 

08-MAY-2001 

08:05 

09-MA Y-2001 

08:19 

2005 

Non-I.eisure 



Week 2 

13-MAY-2001 

08:03 

14-MAY-200I 

07:58 

2200 

Leisure 



Week 3 

20-MAY-2001 

08:10 

21-MAY-2001 

08:16 

2000 

Non-Leisure 

015 

F-S 

Week 1 

08-MAY-200I 

09:40 

09-MAY-200I 

10:29 

2900 

Leisure 



Week 2 

13-M AY-2001 

09:00 

14-M A Y-2001 

09:00 

1460 

Leisure 



Week 3 

20-M AY-2001 

12:00 

21-MAY-2001 

12 19 

1400 

Non-Leisure 

016 

F-S 

Week 1 

08-M AY-2001 

08:30 

09-MA Y-2001 

07:10 

1880 

Non-Leisure 



Week 2 

14-M AY-2001 

12:00 

15-MAY-20O1 

11:45 

2000 

Leisure 



Week 3 

2I-MAY-200I 

13:30 

22-MAY-2001 

12:02 

1820 

Non-Leisure 

017 

F-S 

Week 1 

C8-MAY-2001 

09:35 

09-MA Y-2001 

09:02 

2290 

Non-Leisure 



Week 2 

24-MAY-2001 

09:00 

25-M A Y-2001 

08:34 

2030 

Non-Leisure 



Week 3 

29-MA Y-2001 

10:00 

30-MA Y-2001 

0R:35 

1930 

Non-Leisure 

018 

F-S 

Week 1 

08-MAY-2001 

06:05 

09-MAY-2001 

06:45 

730 

Non-Leisure 



Week 2 

14-M AY-2001 

07:00 

I5-MAY-2001 

06:59 

1075 

Leisure 



Week 3 

2I-MAY-20O1 

07:30 

22-MA Y-2001 

07:27 

1032 

Non-Leisure 

a Subject Classification; 

M-NS Male, Non-Smoker; M-S^Malc, Smoker; F-NS' Female, Non-Smoker; F-S - 

Female. Smoker. 
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PM3006630241 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subjecl 
(Page 3 of 16) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Date 

Time 

Stop 

Date 

Time 

Total Volume 
(ml) 

Day Type 

019 

F-S 

Week 1 

I0-MAY-2001 

13:02 

11 -MAY-2001 

12:51) 

2100 

Non-Leisure 



Week 2 

16-M AY-2001 

06:50 

I7-MAY-200I 

06:47 

1210 

Leisure 



Week 3 

21-MAY-200I 

08:00 

22-M AY-2001 

07:18 

1840 

Leisure 

020 

F-S 

Week 1 

0S-M AY-2001 

10:45 

09-M AY-2001 

10:42 

3150 

Non-Leisure 

- 


Week 2 

15-M AY-2001 

10:45 

16-M AY-2001 

10:47 

3500 

Leisure 



Week 3 

22-M AY-2001 

10:45 

23-MAY-2001 

10:39 

3150 

Leisure 

021 

F-S 

Week 1 

09-M AY-2001 

13.30 

■ 10-M AY-2001 

14:14 

880 

Non-Leisure 



Week 2 

13-MAY-2001 

14:40 

I4-MAY-200I 

15:28 

680 

Leisure 



Week 3 

23-MAY-2001 

14: IS 

24-MAY-2001 

14:39 

1590 

Non-Leisure 

022 

F-S 

Week 1 

09-MAY-200! 

05:30 

I0-MAY-200! 

06:20 

1075 

Leisure 



Week 2 

[6-MAY-200I 

06:00 

17-MAY-2001 

06:18 

1015 

Leisure 



week 3 

23-M AY-2001 

06:00 

24-MAY-200I 

96:12 

1608 

Non-Leisure 

023 

F-S 

Week 1 

09-MAY-200I 

05:00 

1O-MAY-200I 

06:40 

2450 

Non-Leisure 



Week 2 

16-M AY-2001 

06:00 

17-M AY-200! 

07:01 

1650 

Leisure 



Week 3 

23-M AY-2001 

05:30 

24-M AY-2001 

06:40 

1026 

Non-leisure 

024 

FrS 

Week l 

1U-MAY-2001 

06.55 

11-MAY-2001 

07:15 

2450 

Non-Leisure 



Week 2 

17-MAY-20O1 

06:45 

18-MAY-200I 

06:55 

2200 

Leisure 



Week 3 

24-MAY-2001 

07:00 

25-MAY-200I 

07:00 

2925 

Non-Leisure 

025 

F-S 

Week 1 

09-M AY-2001 

10:00 

IO-MAY-2001 

10:58 

1280 

Non-Leisure 



Week 2 

19-MAY-2001 

09:30 

20-M AY-2001 

11:30 

1430 

Leisure 



Week 3 

24-MAY-200! 

11:30 

25-M AY-2001 

11:41 

1335 

Non-Leisure 

026 

F-S 

Week 1 

IO-MAY-200! 

11.00 

1 l-MAY-2001 

11:08 

940 

Leisure 



Week 2 

13-MAY-200I 

10:30 

14 MAY 2001 

10:26 

990 

Leisure 



Week 3 

23-MAY-200! 

11:08 

24-M AY-2001 

11-08 

1060 

Non-Leisure 

027 

F-S 

. Week 1 

10-MAY-200I 

10:35 

1 l-MAY-2001 

08:38 

2370 

Non-Leisure 



Week 2 

15-M AY-2001 

10:50 

I6-MAY-200I 

10:35 

2520 

Leisure 



Week 3 

20-M AY-2001 

10:30 

2 l-MAY-2001 

09:47 

2295 

Non-Leisure 


a Subjecl Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=b'emale. Smoker. 
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PM3006630242 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Page 4 of 16) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Start 

Date 

Time 

Stop 

Date 

Time 

Total Volume 
(mL) 

Dav Tvpe 

028 

F-S 

Week I 

10-MAY-2001 

09:15 

M-MAY-2001 

09:08 

1400 

Non- Lei sure 



Week 2 

16-M AY-2001 

09; 15 

17-M AY-2001 

09:10 

1360 

Leisure 



Week 3 

23-MAY-2001 

09:15 

24-MAY-2001 

09:06 

815 

Leisure 

029 

F-S 

Week 1 

10-M AY-2001 

(15:30 

1 l-MAY-2001 

07:17 

1610 

Non-Leisure 



Week 2 

15-M AY-2 001 

08:30 

16-M AY-2001 

09:00 

1150 

Leisure 



Week 3 

2O-MAY-2O0I 

10:00 

2 l-MAY-2001 

09:53 

I31X) 

Leisure 

030 

F-S 

Week 1 

09-MAY-2001 

11:05 

I0-MAY-200I 

10:38 

1680 

Non-Leisure 



Week 2 

13-MAY-2001 

07:00 

[4-MA Y-2001 

06:48 

1980 

Leisure 



Week 3 

20-MAY-200I 

07:02 

2 l-MAY-2001 

07:06 

1570 

Leisure 

031 

F-S 

Week 1 

09-MAY-200I 

11:1.5 

10-MA Y-2001 

11:15 

1830 

Non-Leisure 



Week 2 

I4-MAY-2001 

07:30 

15-M A Y-2001 

07:37 

2425 

Leisure 



Week 3 

22-MAY-2 001 

08:30 

23-MAY-2001 

08:29 

1560 

Non-Leisure 

m2 

F-S 

Week 1 

10-MAY-2001 

14:25 

11-MAY-2001 

14:45 

2450 

Leisure 



Week 2 

19-MAY-2001 

09:45 

20-MA Y-2001 

09:50 

2150 

Leisure 



Week 3 

24-M AY-2001 

08:45 

25-MA Y-2001 

. 08:51 

2150 

Nun-Leisure 

033 

F-S 

Week ! 

10-MAY-200I 

10:11 

It-MAY-2001 

11:01 

1980 

Non-Leisure 



Week 2 

14-MA Y-2001 

08:02 

15-M AY-2001 

08:30 

2675 

Leisure 



Week 3 

21-MAY-2001 

07:33 

22-M A Y-2001 

07:50 

2720 

Non-Leisune 

034 

F-S 

Week 1 

10-MA Y-2001 

14:50 

1 l-MAY-2001 

15:04 

1800 

Non-Leisure 



Week 2 

19-M A Y-2001 

08:30 

20-MAY-200I 

08:55 

1965 

Leisure 



Week 3 

29-M A Y-2001 

07:45 

30-MAY-2001 

08:25 

1400 

Non-Leisure 

035 

F-S 

Week 1 

09-MA Y-2001 

05:10 

10-MA Y-2001 

05:10 

2530 

Leisure 



Week 2 

15-MAY-2001 

05:06 

16-MA Y-2001 

05:40 

3250 

Leisure 



Week .3 

21-MAY-200I 

05:40 

22-M A Y-2001 

05:40 

3000 

Non-Leisure 

036 

M-S 

Week 1 

08-MAY-200I 

08:00 

09-M A Y-2001 

06:43 

2100 

Leisure 



Week 2 

14-M AY-2001 

08:15 

15-M A Y-2001 

07:08 

2250 

Leisure 



Week 3 

2 l-MAY-2001 

07:30 

22-MAY-2001 

07:00 

1540 

Non- Leisure 


a Subject Classification: M-NS~Ma!e, Non-Smoker; M-S=Male. Smoker; F-NS~ Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006630243 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Paj:e 5 of 16) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Start 


Stop 


Total Volume 

Day Tvpe 

Date 

Time 

Date 

Time 

(mL) 

037 

M-S 

Week l 

U9-MAY-2UU1 

10:15 

1U-MAY-2UU1 

09:56 

2130 

Non-Leisure 



Week 2 

15-MAY-2001 

06:28 

16-M AY-2001 

06:21 

2325 

Leisure 



Week 3 

21-MAY-2001 

00:30 

22-MAY-2001 

09:31 

3700 

Non-Leisure 

038 

M-S 

Week 1 

08-M AY-2001 

08:35 

09-MAY-2001 

08:59 

1950 

leisure 



- Week 2 

13-MAY-2001 

07:30 

I4-MAY-2001 

08:53 

920 

Leisure 



Week 3 

20-MAY-2001 

09:30 

21-MAY-2O0I 

08:55 

3060 

Non-Leisure 

039 

M-S 

Week l 

08-MAY-2001 

07:00 

09-MAY-200J 

06:38 

2890 

Leisure 



Week 2 

13-MAY-2001 

07:55 

14-M AY-2001 

06:27 

2500 

Leisure 



Week 3 

20-MAY-20U1 

06:45 

21-MAY-2001 

06:39 

2200 

Non-Leisure 

040 

M-S 

Wnr»V 1 

!5-MAY’2G0! 

08:53 

Iu-.ViAY-200i 

08:45 

1435 

Leisure 



Week 2 

I9-MAY-2001 

08:33 

20-MAY-2001 

08:32 

1250 

Leisure 



Week 3 

23-M AY-2001 

13:00 

24-MAY-2001 

13:04 

2030 

Non-Leisure 

041 

M-S 

Week. 1 

10-MAY-2001 

14 30 

11 MAY-2001 

14:36 

870 

Non-Lei sure 



Week 2 

I3-MAY-2001 

09:30 

14-MAY-2001 

09:30 

930 

Leisure 



Week 3 

20-MAY-2001 

14:30 

21-MAY-2001 

14:30 

1550 

Leisure 

042 

M-S 

Week 1 

119-MAY-2001 

11:34 

I0-MAY-2001 

11:39 

1650 

Non-leisure 



Week 2 

13-M AY-2001 

12:47 

14-M AY-2001 

13:00 

1500 

Leisure 



Week 3 

23-M AY-2001 

11:34 

24-MAY-2001 

11:53 

1380 

Non-Leisure 

043 

M-S 

Week I 

08-MAY-200I 

11:45 

09-MAY-200I 

09:33 

2400 

Non-Leisure 



Week 2 

I3-MAY-2001 

10:00 

14-MAY-2001 

09:47 

1390 

Leisure 



Week 3 

22-MAY-2001 

09:15 

23-MAY-2001 

09:21 

1500 

Non-Leisure 

044 

M-S 

Week l 

08-MAY-2001 

12:15 

09-MAY-2001 

12.22 

' 3000 

Non-Leisure 



Week 2 

16-MAY-2001 

12:15 

I7-MAY-200I 

12:22 

1350 

Leisure 



Week 3 

22-MAY-2001 

12:15 

23-M AY-200] 

12:14 

1940 

Non-l.cisure 

045 

M-S 

Week 1 

09-MAY-200I 

16:45 

10-MAY-2001 

14:46 

1450 

Leisure 



Week 2 

16-MAY-20CI 

13:00 

17-MAY-2001 

12:19 

1200 

Leisure 



Week 3 

23-MAY-200I 

14:32 

24-M AY-2001 

13:13 

970 

Leisure 


" Subject Classification: M-NS=Male, Non-Smoker; M-S-Malc, Smoker; F-NS= Female, Non-Smoker; F-S-^Femnlc, Smoker. 
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Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Page 6 of 16) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Date 

Time 

— - 

Stop 

Date 

Time 

Total Volume 
(mL) 

DavTypc 

046 

M-S 

Week 1 

10-MAY-200I 

11:00 


11-MAY-2001 

09:18 

3040 

Leisure 



Week 2 

13-MAY-200I 

09:01 


14-M AY-2001 

09.25 

280(1 

Leisure 



Week 3 

20-M AY-2001 

09:00 


21-MAY-2001 

09:02 

3160 

Non-Leisure 

047 

M-S 

Week 1 

09-MAY-2001 

14:30 


10-M AY-2001 

14:41 

1410 

leisure 



Week 2 

15-M AY-2001 

10:05 


I6-MAY-2001 

10:07 

525 

Leisure 



Week 3 

22-MAY-2001 

(0:00 


23-MAY-2001 

10:06 

1950 

Non-Leisure 

048 

M-S 

Week 1 

09-MAY-2001 

09:50 


I0-MAY-200I 

09:05 

1150 

Non-Leisure 



Week 2 

15-MAY-2Q01 

09:00 


16-M AY-2001 

09:09 

1285 

Leisure 



Week 3 

20-MAY-200I 

08:35 


21-MAY-2001 

09:00 

710 

Non-Leisure 

040 

M-S 

Week 1 

09 MAY-2001 

06'30 


10-.M AY-2001 

06:30 

3280 

Non-Leisure 



Week 2 

14-M AY-2001 

08:30 


15-M AY-2001 

08:19 

2360 

Leisure 



Week 3 

22-MAY-200I 

07:45 


23-MAY-200I 

08:26 

2150 

Leisure 

050 

M-S 

Week 1 

10-MAY-200I 

07:00 


11-MAY-2001 

07:18 

1410 

Non-Leisure 



Week 2 

13-MAY-2U0I 

07 30 


14-M AY-2001 

07:30 

900 

Leisure 



Week 3 

22-MAY-2001 

07:05 


23-M AY-2001 

06:54 

1048 

Non-Leisure 

052 

M-S 

Week 1 

10-MAY-200I 

09:45 


11-MAY-2001 

09:56 

3309 

Leisure 



Week 2 

17-M AY-2001 

09:45 


I8-MAY-2001 

10:09 

3125 

Leisure 



Week 3 

23-MAY-2001 

09:45 


24-MAY-2001 

09:45 

3700 

Non-Leisure 

054 

M-S 

Week 1 

n9-MAY-2001 

10:15 


10-MAY-2001 

10:17 

1200 

Non-Leisure 



Week 2 

I5-MAY-2001 

08:35 


16-MAY-2001 

05:42 

1690 

Leisure 



Week 3 

22-MAY-2001 

11.00 


23-M AY-2001 

11:15 

950 

Non-Leisure 

055 

M-S 

Week 1 

09-MAY-2001 

09:36 


10-M AY-2001 

09:01 

1610 

Non-Leisure 



Week 2 

I4-MAY-2001 

07:20 


15-MAY-2001 

06:50 

1030 

Leisure 



Week 3 

22-MAY-2001 

07:10 


23-MAY-200I 

07:00 

1054 

Non-Leisure 

056 

M-S 

Week 1 

10-M AY-2001 

08:00 


1 l-MAY-2001 

08:00 

1920 

Non-Leisure 



Week 2 

19-MAY-2001 

06:00 


20-M AY-2001 

06:16 

1550 

Leisure 



Week 3 

24-MAY-2001 

08:00 


25-MAY-2001 

07:38 

560 

Non-Leisure 


tt Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Fema1e, Smoker. 
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Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Page 7 of 16) 


Subj«ct 

Number 

Subject 

Classification 8 

Timenornt 

Start 

Date 

Time 

_ Stop _ 

Date 

Time 

Total Volume 
(mLj 

Pay Type 

057 

M-S 

Week. 1 

09-M AY-2001 

07-45 

10-M AY-2001 

07.54 

750 

Non-Leisure 



Week 2 

14-M AY-2001 

14; JO 

I5-MAY-2001 

13:50 

1044 

Leisure 



Week 3 

20-M AY-2001 

14:00 

21-MAY-2001 

13:55 

2300 

Non-Leisure 

058 

M-S 

Week 1 

IO-MAY-2001 

10:00 

11-MAY-2001 

10:09 

1360 

Leisure 



Week 2 

J9-M AY-2001 

12:30 

20-MAY-200I, 

12:20 

1810 

Leisure 



Week 3 

24-MAY-2001 

10:20 

25-MAY-2001 

10:12 

1380 

Non-Leisure 

059 

M-S 

Week 1 

09-M AY-2001 

17:15 

IO-MAY-2001 

12:38 

2400 

Non-Leisure 



Week 2 

1 5-MAY-2001 

07:00 

16-M AY-2001 

07:15 

3375 

1 .eisure 



Week 3 

2 l-MAY-2001 

08:15 

22-M AY-2001 

08 26 

2600 

Non-Leisure 

060 

M-S 

Week 1 

10-M AY-2001 

12:00 

j.i.m A v.nnni 

12;15 

2340 

Non-Leisure 



week 2 

17-M AY-2001 

10:28 

18-MAY-2001 

10:49 

2875 

Leisure 



Week 3 

24-MAY-200! 

11:35 

25-MAY-2001 

11:48 

3150 

Non-Leisure 

061 

M-S 

Week 1 

10-M AY-2001 

15:15 

1 l-MAY-2001 

15:10 

940 

Non-Leisure 



Week 2 

16-M AY-2001 

08:00 

17-MAY-2001 

08:05 

1195 

Leisure 



Week 3 

22-MAY-200I 

09:50 

23-MAY-2001 

10:03 

1600 

Leisure 

062 

M-S 

Week [ 

IO-MAY-2001 

11:30 

)1 -MAY-2001 

11:27 

1175 

Non-Leisure 



Week 2 

15-MAY-2001 

11:45 

I6-MAY-200I 

11:56 

900 

Leisure 



Week 3 

2 3-MAY-2001 , 

12:00 

24-M AY-2001 

11:40 

3020 

Non-Leisure 

063 

M-S 

Week 1 

10-M AY-2001 

08:06 

1 l-MAY-2001 

08:18 

2280 

Leisure 



Week 2 

I9-MAY-20OI 

07:00 

20-MAY-2001 

07:00 

1351 

Leisure 



Week 3 

24-MAY-200I 

07:15 

25-MAY-2001 

07:11 

1030 

Non-Leisure 

065 

M S 

Week 1 

09 MAY 2001 

12:30 

10 MAY-2001 

12:30 

2700 

Non-Leisure 



Week 2 

I6-MAY-200I 

08:20 

I7-MAY-200I 

OR-36 

1925 

Leisure 



Week 3 

21-MAY-2001 

12:15 

22-MAY-200I 

12:02 

2300 

Leisure 

067 

M-S 

Week 1 

10-M AY-2001 

11:00 

1 l-MAY-2001 

■ 11:00 

1060 

Non-Leisure 



Week 2 

16-M AY-2001 

07:20 

I7-MAY-200I 

07:22 

680 

Leisure 



Week 3 

23-MAY-200I 

10:15 

24-M AY-2001 

10:15 

1620 

Non-Leisure 

Subje-cl Classi fi cal i on: 

M-NS=Male, Non-Smoker; M-S=Ma1e, Smoker; F-NS= Female, Non-Smoker; 

F-S=Kemale, Smoker. 






Draft 1:24 July 2002 


Page 14898 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630246 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 
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24-1 lour Urine Collection Times by Subject 
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Subject 

Number 

Subject 

Classification* 

Timepoint 

Date 

Slart 

Time 

Stop 

Date 

Time 

Total Volume 
(mL) 

Day Type 

068 

M-S 

Week 1 

10-M AY-2001 

12:00 

ll-MAY-2001 

11:21 

3320 

Non-Leisure 



Week 2 

19-MAY-2001 

11:00 

20-MAY-2001 

11:00 

2809 

Leisure 



Week 3 

24-MAY-2001 

10:45 

25-MAY-200I 

10:06 

2750 

Non Leisure 

069 

M-S 

Week 1 

I4-MAY-200I 

09:57 

1J-MAY-200! 

10:09 

2350 

Leisure 



Week 2 

21-MAY-2001 

11:13 

22-MAY-200I 

13:10 

143ft 

Leisure 



Week 3 

03-JUN-200I 

11:17 

04-JUN-20[)l 

11:19 

3150 

Non-Leisure 

071 

F-NS 

Week 1 

10-M AY-2001 

10:59 

ll-MAY-2001 

10:47 

2900 

Leisure 



Week 2 

17-M AY-2001 

09:01 

I8-MAY-2001 

09:04 

4585 

Leisure 



Week 3 

21-MAY-200I 

07:00 

22-MAY-2001 

07:04 

4740 

Non-Leisure 

072 

F-NS 

Week 1 

08-MAY-200! 

11:15 

09-MA\ r -2DGl 

12:41 

2825 

Leisure 



Week 2 

13-MAY-2001 

06:59 

I4-MAY-200I 

07:00 

2200 

Leisure 



Week 3 

21-MAY-2001 

08:33 

22-MAY-2001 

08:15 

2870 

Non-Leisure 

073 

F-NS 

Week 1 

0R-M AY-7001 

06:00 

09-MAY-2001 

07:16 

1510 

Leisure 



Week 2 

17-MAY-2001 

10:45 

18- MAY-2001 

10:47 

1695 

Leisure 



Week 3 

21-MAY-2001 

10:00 

22-MAY-2001 

10:11 

1670 

Non-Leisure 

074 

F-NS 

week 1 

08-M AY-2001 

08:45 

09-MAY-2C0I 

08:06 

2278 

Non-Leisure 



Week 2 

13-M AY-2001 

08:45 

I4-MAY-2001 

09.04 

2200 

Leisure 



Week 3 

21-MAY-2001 

10:00 

22-MAY-1001 

11:04 

1470 

Non-Leisure 

075 

F-NS 

Week 1 

08-MAY-2001 

06:00 

09-MAY-2001 

06:00 

1600 

Non-Leisure 



Week 2 

13-MAY-200I 

14:30 

14-M AY-2001 

14:30 

1240 

Leisure 



Week 3 

22-MAY-200I 

08:25 

2.1-MAY-2001 

08:22 

1068 

Non-Leisure 

076 

F-NS 

Week 1 

IO-MAY-20OI 

16:12 

ll-MAY-2001 

16:05 

800 

Non-Leisure 



Week 2 

19-M AY-2001 

12:1 G 

20-MAY-200I 

12:10 

750 

Leisure 



Week 3 

24-MAY-2001 

12:23 

25-M AY-2001 

12:05 

1350 

Non-Leisure 

077 

F-NS 

Week 1 

08-MAY-2001 

08:00 

09-MAY-2001 

08:43 

3000 

Non-Leisure 



Week 2 

13-MAY-2001 

07:45 

I4-MAY-200I 

08:26 

3150 

Leisure 



Week 3 

20-MAY-200I 

07:15 

21-MAY-2001 

08:35 

3290 

Non-Leisure 


* Subject Classification: M-NS—Male, Non-Smoker; M-S=Male, Smoker; F~NS= Female, Non-Smoker; F-S~Female, Smoker 
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24-Hour Urine Collection Times by Subject 
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Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Date 

Time 

Stop 

Date 

Time 

Total Volume 
(mL) 

Day Type 

078 

F-NS 

week 1 

09-MAY-2001 

13:25 

10-MAY-2001 

12:51 

570 

■ Non-Leisure 



Week 2 

13-MAY-2-00I 

14:37 

14-M AY-2001 

13:56 

660 

Leisure 



Week 3 

20-MAY-2001 

13:07 

21-MAY-2001 

13:00 

2050 

Leisure 

079 

F-NS 

Week 1 

08-M AY-2001 

12:30 

09-MAY-200I 

12:27 

1350 

Non-Leisure 



Week 2 

13-MAY-200I 

12:00 

14-MAY-200I 

11:44 

1370 

Leisure 



Week 3 

20-MAY-2001 

11:55 

2I-MAY-200I 

11:50 

1690 

Leisure 

080 

f-ns 

Week i 

08-MAY-2001 

06:34 

09-MAY-2001 

06:3 \ 

3208 

Leisure 



Week 2 

14-MAY-2001 

06:55 

I5-MAY-2001 

07:03 

2875 

Leisure 



Week 3 

20-MAY-2001 

06:55 

21-MAY-2001 

06:58 

3200 

Non-Leisure 

OS! 

F-NS 

Week 1 

08-MAY-200! 

o a 

1 .J..IW 

OS-MAY-2001 

1.3:21 

2080 

Nun-Leisure 



Week 2 

I3-MAY-2001 

13:25 

14-MAY-2001 

13:16 

2910 

Leisure 



Week 3 

21-MAY-2001 

13:30 

22-MAY-2001 

13:26 

2030 

Non-Leisure 

082 

F-NS 

Week 1 

08-MAY-200I 

05:00 

09-MAY-200I 

05:28 

1440 

Non-Leisure 



Week 2 

19-M AY-2001 

10:30 

20-MAY-2001 

10:59 

1780 

Non-Leisure 



Week 3 

24-M AY-2001 

06:00 

25-MAY-2001 

06:32 

I960 

Non-Leisure 

083 

F-NS 

Week l 

09-M AY-2001 

06:38 

I0-MAY-2O01 

06:46 

1570 

Non-Leisure 



Week 2 

14-M AY-2001 

06.42 

I5-MAY-200I 

06:47 

1560 

Leisure 



Week 3 

24-MAY-2001 

09:32 

25 MAY-2001 

09:31 

2360 

Non-Leisure 

084 

F-NS 

Week 1 

08-M AY-2001 

10:16 

09-MAY-200I 

10:33 

1900 

Non-leisure 



Week 2 

13-M AY-2001 

09:45 

14-MAY-2001 

09:55 

1980 

Leisure 



Week 3 

22-M AY-2001 

10:00 

23-MAY-2001 

09:50 

2395 

Non-Leisure 

085 

F-NS 

Week 1 

09-M AY-2001 

10:15 

10-M AY-2001 

10:10 

1140 

Non-Leisure 



Week 2 

I5-MAY-2O01 

10:25 

I6-MAY-2001 

10:25 

1740 

Leisure 



Week 3 

22-MAY-2001 

11:15 

23-MAY-200I 

11:04 

1450 

Leisure 

086 

F-NS 

Week 1 

09-M AY-2001 

12:21 

10-MAY-2001 

12:16 

9R0 

Leisure 



Week 2 

I4-MAY-2G01 

07:30 

15-MAY-2001 

07:13 

970 

Leisure 



Week 3 

24-MAY-200I 

10:50 

25- MAY-2001 

11:03 

99ft 

Non-Leisure 


4 Subject Classification: M-NJS-Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S^Female. Smoker. 
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Subject 

Number 

Subject 

Classification" 

Timcpoine 

Date 

Start 

Time 

Date 

Stop 

Time 

Total Volume 
(mL) 

Das'Tvpe 

087 

F-NS 

Week 1 

09-MA Y-2001 


10:15 

10-M A Y-2001 


09:53 

2120 

Non-I.cisurc 



Week 2 

I4-MAY-200I 


08:00 

15-M AY-2001 


07:51 

2150 

Leisure 



Week 3 

21-MAY-2001 


10:00 

22-M AY-2001 


09:44 

2400 

Non-Leisure 

088 

F-NS 

Week 1 

08-MAY-2001 


07:00 

09-MA Y-2001 


07:00 

960 

Non-Leisure 



Week 2 

13-MAY-200I 


08:00 

I4-MAY-2001 


08:03 

1310 

1 .cisure 



Week 3 

22-MAY-2001 


07:00 

23-.M A Y-2001 


07:01 

1610 

Non-Leisure 

089 

F NS 

Week 1 

09-MAY-2001 


11:23 

IO-MAY-2001 


08:38 

[400 

Non-Lciaurc 



Week 2 

15-MA Y-2001 


09:30 

16-M A Y-2001 


07:45 

2925 

Leisure 



Week 3 

21-MAY-2001 


08:53 

22-M AY-2001 


08:46 

2930 

Non-leisure 

090 

F-NS 

Week 1 

OP-MAY-2001 


08:30 

10-M AY-2001 


08:14 

2800 

Noil-Leisure 



Week 2 

13-MAY-2001 


09:01 

14-MAY-200I 


08:14 

2500 

Leisure 



Week 3 

23-MA Y-2001 


08:46 

24-M A Y-2001 


08:17 

3350 

Non-Leisure 

091 

F-NS 

Week 1 

09-MAY-2001 


10:00 

10-M A Y-2001 


08:23 

1370 

Non-Leisure 



Week 2 

14-MAY-2001 


08:45 

15-MAY-2001 


08:29 

1950 

Leisure 



Week 3 

21-MAY-200I 


03:45 

22-MA Y-2001 


08:34 

1765 

Leisure 

092 

F-NS 

Week 1 

09-MA Y-2001 


09:15 

10-M A Y-2001 


08:56 

1850 

Non-Leisure 



Week 2 

14-M A Y-2001 


08:50 

I5-MAY-200I 


08:57 

2000 

Leisure 



Week 3 

2O-MAY-2001 


08:30 

21-MAY-2001 


08:41 

1880 

Leisure 

093 

F-NS 

Week 1 

09-MAY-2001 


09:45 

10-MA Y-2001 


11:06 

3250 

Non-Leisure 



Week 2 

15-MAY-2001 


08:50 

15-M A Y-2001 


10:38 

3400 

Leisure 



Week 3 

2 l-MA Y-2001 


10:05 

22-M A Y-2001 


10:46 

1880 

Non-Leisure 

094 

F-NS 

Week 1 

09 MAY 2001 


07:35 

10-M A Y-2001 


06:57 

1 140 

Non-Leisure 



Week 2 

15-M AY-2001 


09:30 

16-M A Y-2001 


09:35 

1280 

Leisure 



Week 3 

20-MAY-200I 


10:30 

2 l-MA Y-2001 


10:13 

1200 

Non-Leisure 

095 

F-NS 

Weekl 

08-MAY-2001 


13:12 

09-MA Y-2001 


13:12 

195(1 

Leisure 



W'eek 2 

14-M AY-2001 


11:17 

15-M A Y-2001 


11:21 

2210 

Leisure 



Week 3 

22-MAY-2001 


14:30 

23-MAY-2001 


14:34 

2270 

Leisure 


fl Subject Classification: M-NS=Male, Non-Smoker, M-S=Male, Smoker; F-NS- Female. Nan-Smoker; F-S=Fcmate. Smoker 
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Subject 

Subject 


Start 



Stop 

Total Volume 


Number 

Classification 2 

Timepoint 

Date 

Time 

Date 

Time 

(tnL) 

Dav Type 

096 

F-NS 

Week l 

1O-MAY-2C0I 

13:00 

1 l-MAY-2001 

13:00 

1800 

Leisure 



Week 2 

14-M AY-2001 

13:00 

15-M AY-2001 

13:16 

2650 

Leisure 



Week 3 

20-MAY-20G1 

13:00 

21 -MAY -2001 

13:10 

2000 

Non-Leisure 

097 

F-NS 

Week 1 

10-MAY-2001 

09:31 

1 l-MAY-2001 

09:35 

3350 

Non-Leisure 



Week 2 

19-MAY-200I 

09:02 

20-M AY-2001 

09:08 

2480 

Leisure 



Week 3 

24-M AY-2001 

09:40 

25-M AY-2001 

09:23 

2650 

Non-Leisure 

098 

r-Ns 

W«k 1 

08-MAY-2001 

14.45 

09-M AY-2001 

15.38 

2725 

Nun- Leisure 



Week 2 

14-MAY-200I 

14:45 

15-M AY-2001 

14:55 

2740 

Leisure 



Week 3 

23-MAY-2001 

14:45 

24-M AY-2001 

15:10 

2050 

Non-Leisure 

099 

F-NS 

Week 1 

O8-MAY-2O0! 

13:30 

09-M AY-2001 

13:52 

1360 

Non-Leisure 



Week 2 

I3-MAY-2001 

09:19 

14-MAY-2001 

07:05 

915 

Leisure 



Week 3 

2 l-MAY-2001 

11:45 

22-MAY-2001 

11.33 

1445 

Non-Leisure 

100 

F-NS 

Week 1 

09-M AY-2001 

06:15 

10-MAY-2001 

06:22 

1470 

Non-I.viyiirc 



Week 2 

17-MAY-2001 

06:15 

18-MAY-2001 

06:23 

2025 

Leisure 



Week 3 

22-MAY-2001 

06:15 

23-MAY-200I 

06:18 

1300 

Non-Leisure 

101 

F-NS 

Week 1 

10-MAY-2OOI 

06:13 

1 l-MAY-2001 

(16:13 

1980 

Non-l cisure 



Week 2 

13-M AY-2001 

06:15 

14-MAY-2001 

06:19 

1710 

Leisure 



Week 3 

24-MAY-200I 

06:17 

25-MAY-2001 

07:05 

2760 

Non-l .cisurc 

102 

F-NS 

Week 1 

08-MAY-200I 

14:00 

09-MAY-2001 

14:09 

1200 

Non-Leisure 



Week 2 

19-MAY-200I 

11:15 

20-MAY-2001 

11:37 

1040 

Unknow n 



Week 3 

24-MAY-200I 

10:15 

25-M AY-2001 

10.15 

1260 

Leisure 

103 

F-NS 

Week 1 

09-M AY-2001 

08,01 

10-M AY-2001 

07.59 

1350 

Non-Leisure 



Week 2 

IP-MAY-2001 

12:00 

20-M AY-2001 

12:32 

1315 

Leisure 



Week 3 

23-MAY-2001 

08:15 

24-M AY-2001 

08:54 

940 

Non-Leisure 

104 

M-NS 

Week 3 

06-MAY-2001 

08:30 

07-MAY-200I 

09:24 

810 

Non-Leisure 



Week 2 

16-M AY-2001 

07:35 

17-M AY-2001 

07:39 

1525 

Leisure 



Week 3 

21-MAY-2001 

07:00 

22-MAY-200I 

06:53 

1430 

Non-Leisure 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!e, Smoker; F-NS= Female, Non-Smoker; F-S-Female. Smoker. 
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PM3006630250 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5*32 

21-Hour Urine Collection Times by Subject 
(Page 12 of 16) 


Subject 

Number 

Subject 

Classification 3 

Tiinepotnl 

Stan 

Date 

Time 

Date 

Stop 

• Time 

Total Volume 
(mLl 

Day Type 

105 

M-NS 

Week 1 

08-M AY-2001 

13:00 

09-MAY-2001 

15:09 

2005 

Non-Leisure 



Week 2 

15-MAY-2001 

09:00 

I6-MAY-2001 

08:54 

1275 

Leisure 



Week 3 

22-MAY-200I 

06:00 

23-MAY-2001 

06:09 

1170 

Non-Leisure 

106 

M-NS 

Week 1 

10-M AY-2001 

14:00 

II-MAY-2001 

14:09 

1400 

Leisure 



Week 2 

17-MAY-2091 

07:30 

18-MAY-2001 

07:30 

2195 

leisure 



Week 3 

22-M AY-2001 

08:00 

23-MAY-200! 

07:57 

1440 

Non-Leisure 

107 

M NS 

Week 1 

I0-MAY-2001 

06:45 

1 l-MAY-2001 

06:35 

1330 

Non-Leisure 



Week 2 

16-M AY-2001 

07:00 

17-M AY-2001 

07:07 

1350 

1 eisure 



Week 3 

22-MAY-2001 

07:00 

23-M AY-2001 

06:55 

1120 

Nor-Leisure 

108 

M-NS 

tl/ n /.lr 1 
!> Vbn J 

05-MAY -2 001 

n.iA 

iz.il/ 

03-MAY-2001 

12:00 

3800 

I .CISIIIV 



Week 2 

13-M AY-2001 

12:1 1 

14-MAY-2001 

11:52 

1130 

Leisure 



Week 3 

20-M AY-2001 

12.00 

21-MAY-2001 

12.04 

3125 

Nun-Leisure 

109 

M-NS 

Week 1 

08-MAY-2001 

06:30 

09-MAY-2001 

09:12 

1100 

Leisure 



Week 2 

I3-MAY-2001 

08:00 

14-MAY-200I 

08:34 

12.30 

Leisure 



Week 3 

20-M AY-2001 

07:00 

2 l-MAY-2001 

08:37 

1072 

Leisure 

110 

M-NS 

Week 1 

09-M AY-2001 

08:20 

10-MAY-2001 

08:15 

880 

Non-Leisure 



Week 2 

17-MAY-2001 

08:30 

18-MAY-2001 

08:30 

1290 

Leisure 



Week 3 

2 l-MAY-2001 

08:20 

22-MAY-2001 

08:21 

1300 

Leisure 

111 

M-NS 

Week I 

08-MAY-2001 

06:15 

Q9-MAY-2001 

06:34 

1210 

Non-Leisure 



Week 2 

I3-MAY-2001 

07:00 

14-MAY-2001 

06:37 

3200 

Leisure 



Week 3 

20-MAY-200I 

06:00 

2I-MAY-2001 

06:45 

1590 

Non-Leisure 

112 

M-NS 

Week 1 

10-MAY-200I 

07:00 

11 MAY 2001 

07:11 

1690 

Leisure 



Week 2 

14-MAY-2001 

06:05 

15-MAY-200! 

07:32 

1210 

Leisure 



Week 3 

20-MAY-2001 

07:01 

21-MAY-200! 

07:47 

2000 

Non-Leisure 

113 

M-NS 

Week 1 

10-M AY-2001 

08:35 

M-MAY-2001 

07:06 

2140 

Non- Leisure 



week 2 

14-MAY-2001 

07:45 

15-M AY-2001 

07:31 

2000 

Leisure 


6 Subject Classification: M-NS=Ma1e, Non-Smoker; M-S~Male, Smoker; F-NS= Female, Non-Smoker; F-S=Fema!c, Smoker. 
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RSR 





Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Page 13 of 16) 


Subject 

Number 

Subject 

Classification 3 

Timcnoint 

Date 

Start 

Time 

Stop 

Date 

Time 

Total Volume 
(mb) 

Day Type 

114 

M-NS 

Week 1 

10-MAY-2001 

11:10 

11-MAY-2001 

11.31 

3000 

Non-Leisure 



Week 2 

19-M AY-2001 

06:59 

20-MAY-2001 

07:32 

2750 

Leisure 



Week 3 

23-MAY-200I 

10:50 

24-MAY-2001 

10 45 

2910 

Non-leisure 

115 

M-NS 

Week 1 

08-MAY-2001 

10:00 

09-M AY-2001 

10:21 

1230 

Non-Leisure 



Week 2 

17-M AY-2001 

10:15 

18-M AY-2001 

10:31 

820 

Leisure 



Week 3 

21-MAY-2001 

10:15 

22-MAY-2001 

10:39 

1350 

Non-Leisure 

116 

M-NS 

Week 1 

08-MAY-200I 

05:05 

09 MAY-2001 

06:50 

650 

Non Leisure 



Week 2 

14-MAY-200! 

14:00 

15-MAY-2001 

13:45 

1410 

Leisure 



Week 3 

20-MAY-200] 

06 00 

2I-MAY-2001 

06:01 

1110 

Non-Lcisurc 

i 17 

M-Ni 

Week i 

08-MAY-21KH 

i i :5G 

09-MAY-2001 

1!: I *-r 

2220 

Non-Leisure 



Week 2 

15-M AY-2001 

11:30 

16-M AY-2001 

11:37 

1860 

Leisure 



Week 3 

2 l-MAY-2001 

15:30 

22-MAY-2001 

14:19 

2500 

Leisure 

118 

M-NS 

Week 1 

09-MAY 2001 

13:00 

10-MAY-2001 

13:00 

2150 

Non-f eisure 



Week 2 

14-MAY-200I 

13:30 

15-MAY-2001 

13:34 

2175 

Leisure 



Week 3 

23-MAY-200I 

12:00 

24-MAY-2001 

11:53 

1060 

leisure 

119 

M-NS 

Week 1 

08-MAY-2001 

13:30 

09-MAY-200! 

11:52 

1200 

Non-Lei sure 



Week 2 

13-M AY-2001 

10:45 

14-MAY-2001 

11:39 

1315 

Leisure 



Week 3 

20-M AY-2001 

11:33 

2 l-MAY-2001 

11:47 

2100 

Leisure 

120 

M-NS 

Week 1 

08-M AY-2001 

09:15 

09-MAY-2001 

08:57 

780 

Non-Leisure 



Week 2 

13-MAY-2001 

09:45 

14-MAY-2001 

09:22 

830 

Leisure 



Week 3 

22-MAY-2001 

09:30 

23-MAY-200) 

09: J 9 

750 

Non-Leisure 

121 

M-NS 

Week 1 

08-MAY-2001 

11:30 

09-M AY-2001 

11:05 

1500 

Non-Leisure 



Week 2 

13-MAY-2001 

11:00 

14-MAY-2001 

11:00 

2350 

Leisure 



Week 3 

2I-MAY-200I 

10:50 

22-MAY-2001 

10:54 

1720 

Non-Leisure 

122 

M-NS 

Week 1 

09-MAY-2001 

13:15 

10-MAY-200I 

13:23 

530 

Non-Lei sure 



Week 2 

13-MAY-200I 

1 1.40 

14-MAY-200I 

11:28 

f 100 

Leisure 



Week 3 

20-MAY-2001 

11:30 

2 l-MAY-2001 

11:38 

750 

No ii- Lei mi re 

" Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker F-S=Female, Smoker. 
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RSR ^ 

Protocol No. PM-8450 
CovariceCRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times hy Subject 
(Page 14 of 16) 


Subject 

Number 

Subject 

Classification* 

Time point 


Start 



Stop 


Total Volume 

Day Type 

Date 


Time 

Date 


■ Time 

(ml.) 

123 

M-NS 

Week 1 

IO-MAY-2001 


06:00 

11-MAY-2001 


05:46 

1480 

Non-Leisure 



Week 2 

14-M AY-2001 


06:04 

15-MAY-2001 


05:50 

2900 

Leisure 



Week 3 

22-MAY-200I 


09:06 

23-M AY-2001 


08:55 

2900 

Leisure 

124 

M-NS 

Week 1 

09-MAY-2001 


11:30 

10-M AY-2001 


11:33 

1330 

Leisure 



week 2 

I4-MAY-2U0I 


12:00 

15-MAY-2U01 


12:02 

1680 

Leisure 



Week 3 

21-MAY-200I 


12:00 

22-MAY-2001 


1210 

2064 

Non-Lei sure 

125 

M-NS 

Week 1 

08-M AY-2001 


13:45 

09-M AY-2001 


13:38 

1030 

Non-Leisure 



Week 2 • 

IS-M AY-2001 


08:00 

16-M AY-2001 


08:28 

815 

Leisure 



Week 3 

22-MAY-200I 


14:58 

23-MAY-2001 


14:59 

{430 

Non-Leisure 

126 

M-NS 

Week 1 

08-M AY-2001 


13:15 

09-MA Y-20IH 


! 3;!« 

1220 

Non-Leisure 



Week 2 

14-M AY-2001 


11:45 

I5-MAY-2001 


11:25 

1450 

Leisure 



Week 3 

22- MAY-2001 


14:30 

23-MAY-2001 


14:35 

1610 

Leisure 

127 

M-NS 

Week 1 

10-MAY-200I 


10:20 

II-MAY-2001 


10:35 

1175 

Non-Leisure 



Week 2 

I3-MAY-2001 


12:50 

14-MAY-2001 


13:01 

625 

Leisure 



Week 3 

■22-MAY-2001 


09:15 

23-M AY-2001 


09:12 

1780 

Non-Leisure 

128 

M-NS 

Week 1 

09-MAY-200I 


13:15 

IO-MAY-2001 


13:16 

3350 

Non-Leisure 



Week 2 

I3-MAY-2001 


12:30 

14-MAY-200I 


12:30 

4700 

Leisure 



Week 3 

20-MAY-2001 


12:30 

2I-MAY-2001 


12:26 

4270 

Leisure 

129 

M-NS 

Week 1 

09-MAY-200I 


06:30 

10-MAY-200I 


07:59 

2040 

Non-Leisure 



Week 2 

13-MAY-2001 


15:00 

14-MAY-2001 


15:02 

1680 

Leisure 



Week 3 

21-MAY-200I 


14:25 

22-MAY-200I 


14:55 

1800 

Non-Leisure 

m 

M-NS 

Week 1 

00-MAY-2 001 


II 45 

10-M AY-7001 


11:42 

1930 

Leisure 



Week 2 

14-MAY-2001 


11:45 

15-MAY-200I 


11:43 

1490 

Leisure 



Week 3 

22-MAY-200I 


11:45 

23-MAY-200! 


11:41 

1080 

Non-leisure 

131 

M-NS 

Week t 

09-M AY-2001 


09:00 

IO-MAY-2001 


08:51 

3200 

Non-Leisure 



Week 2 

13-M AY-2001 


08:15 

I4-MAY-200I 


07:57 

2750 

Leisure 



Week 3 

20-MAY-2001 


07:45 

21-MAY-2001 


07:37 

2000 

Leisure 


a Subject Classification: M-NS^Male, Non-Smoker; M-$=Male, Smoker; F-NS- Female, Non-Smoker; F-S^Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-32 

24-Hour Urine Collection Times by Subject 
(Page 15 of 16) 


Subject 

Number 

Subject 

Classification® 

Time point 

Start 

Date 

Time 

Stop 

Dale 

Time 

_ Total Volume 

(mL) 

Day Type 

132 

M-NS 

Week 1 

09-MAY-2001 

05:45 

10-MAY-2001 

07:22 

3300 

Non-Leisure 



Week 2 

17-MAY-200I 

08:00 

18-MAY-2001 

08:00 

3250 

Leisure 



Week 3 

23-MAY-2001 

09:00 

24-M AY-2001 

09:10 

3440 

Non-Leisure 

133 

M-NS 

Week I 

09-MAY-200I 

13:30 

IO-MAY-2001 

13:35 

950 

Non-Leisure 



Week 2 

I5-MAY-200I 

08:30 

16-M AY-2001 

08:33 

1023 

Leisure 



Week 3 

22-M AY-2001 

10:30 

23-MAY-200I 

10:31 

2150 

Leisure 

134 

M-NS 

Week 1 

16-M AY-2001 

11:05 

17-MAY-2001 

11:07 

2790 

Non-Leisure 



Week 2 

23-MAY-2001 

11:50 

24-M AY-2001 

12:30 

2R50 

Leisure 



Week 3 

29-M AY-2001 

11:06 

30-MAY-2001 

11:14 

2950 

Non-Leisure 

135 

M-NS 

Week 1 

10-MAY-2001 

os no 

1 l-MAY-200! 

08:30 

980 

Non-Leisure 



Week 2 

I6-MAY-200! 

08:30 

17-M AY-2001 

08:32 

760 

Leisure 



Week 3 

22-MAY-2001 

10:00 

23-MAY-2001 

10:11 

2075 

Nor-f.cis.ure 

500 

F-NS 

Week 1 

08-MAY-2001 

16:14 

09-MAY-2001 

14 16 

3110 

Non-Leisure 



Week 2 

13-M AY-2001 

13:15 

I4-MAY-200I 

13:15 

2160 

Leisure 



Week 3 

21-MAY-2001 

10:45 

22-MAY-200I 

10.31 

2650 

Non-Leisure 

501 

F-NS 

Week 1 

10-MAY-200I 

08:45 

1 l-MAY-2001 

08:45 

2700 

Nnn-Lcisure 



Week 2 

I4-MAY-2001 

00:35 

15-MAY-2001 

09:32 

2900 

Leisure 



Week 3 

22-MAY-2001 

08:30 

23-MAY-2001 

09:11 

2900 

Non- Leisure 

502 

F-S 

Week 1 

13-M AY-2001 

09:13 

14-MAY-2001 

09:11 

1800 

Leisure 



Week 2 

I9-MAY-2O01 

11:10 

20-MAY-200I 

10:09 

1455 

Leisure 



Week 3 

23-MAY-2001 

08:00 

24-MAY-2001 

08:21 

2160 

Non-Leisure 

503 

F S 

Week 1 

09-M AY-200! 

10:07 

16-MAY-2001 

11:05 

1770 

Non-Leisure 



Week 2 

15-MAY-2001 

10:30 

16-MAY-2001 

11:29 

660 

Leisure 



Week 3 

20-M AY-2001 

11:00 

2 l-MAY-2001 

11:09 

1200 

Leisure 

504 

F-S 

Week 1 

10-M AY-2001 

12:15 

1 l-MAY-2001 

12:37 

1700 

Non-Leisure 



Week 2 

14-MAY-2U0I 

12:20 

15-M AY-2001 

12:23 

1280 

Leisure 



Week 3 

23-MAY-200I 

12:15 

24-M AY-2001 

12:23 

2850 

Non-Leisure 


a Subject Classification: M-NS=Male ? Non-Smoker; M-S=M»le, Smoker; F-NS= Female, Non-Smoker; F-S-=Fcmaie, Smoker 
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Listing 10.5-32 

24-Hour Urine Collection Times by Subject 
(Page 16 of 16) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Dale 

Start 

Time 

Date 

Stop 

‘ Time 

Total Volume 
(mL) 

Dav Ty pe 

505 

F-NS 

Week 1 

10-M AY-2001 


07:38 

11-MAY-2001 


05:29 

2640 

Leisure 



Week 2 

17-M AY-2001 


08:10 

18-MAY-200I 


08:09 

3150 

Leisure 



Week? 

24-MAY-2001 


06:15 

25-MAY-200I 


06:40 

2450 

Non-Leisure 

506 

F-S 

Week 1 

10-MAY-2001 


12:45 

11-MAY-2001 


12:55 

2750 

Non-leisure 



Week 2 

16-MAY-2001 


14:00 

17-M AY-2001 


13:07 

1825 

Non-Leisure 



Week 3 

23-MAY-200I 


13;0(> 

24-M AY-2001 


13:02 

1800 

Leisure 


a Subject Classification: M-NS^Malc, Non-Smoker: M-S - Mafc, Smoker; F-NS- Female. Non-Smoker; r-S-Fcmaic, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-84SQ 


Listing 16.5-33 

Exhalale Collection Times by Subject 
(Page I of 20) 


Subject 

Number 

Subject 

Cla$$ifieaiion a 


Acetonitrile 


Carbon Monoxide 



Time point 

Date 

Time 

Date 

Time 


001 

F-S 

Week ] 

09-MAY-Z0UI 

07:18 

09-MAY-2001 

07:22 




Week 2 



14-M AY-2001 

07:07 




Week 3 

22-M AY-2001 

07:14 

22-MAY-2001 

07:13 




Week 6 

1J-JIJN-200J 

07: If) 

11-JUN-20M 

07:06 


002 

r-s 

Week 1 

M-MAY-2001 

06:03 

09-MA Y-2001 

06:05 




Week 2 



I4-MAY-200I 

07:15 




Week 3 

24-M AY-2001 

06:32 

24- MAY-2001 

06:30 




Week 6 

11-JUN-200I 

06:01 

1 WUN-2001 

05:58 


002 

F-S 

Week 1 

II MAY-2001 

14:05 

11-MAY-2001 

14:05 




Week 2 



18-M AY-2001 

11:19 




Week 3 

24-MAY-200I 

12:07 

24-MAY-200I 

12:10 




Week 6 

I4-JUN-2001 

11:1.3 

I4-JUN-200I 

11:11 


004 

F-S 

Week 1 

09-MA Y-2001 

13:10 

09-MA Y-2001 

13:11 




Week 2 



14-MAY-2001 

09:02 




Week 3 

22-MAY-2001 

i 1:40 

22-MAY-2001 

11:39 




Week 6 

] l-JLJN-2001 

11:34 

ll-JUN-2001 

11:34 


005 

l'-S 

Week 1 

09-MAY-2001 

07:38 

09-MA Y-2001 

07:40 




Week 2 



14-MAY-2001 

07:36 




Week 3 

23-MAY-2001 

07:23 

23-MA Y-2001 

07:21 




Week 6 

0JJ-J UN-2001 

07:17 

08-JIJN-2001 

07:19 


006 

F-S 

Week 1 

09-MAY-200I 

07:23 

09-MAY-200I 

' 07:27 




Week 2 



I5-MAY-2001 

13:03 




Week 3 

22-MAY-201JI 

11:17 

22-MAY-2001 

11:16 




Week 0 

I2-JUN-2001 

13.07 

12-JUN-200I 

13:08 


007 

F-S 

Week [ 

09-M AY-2001 

14:77 

O9-MAY-2O0I 

14:28 




Week 2 



]7-M AY-2001 

13:57 




Week 3 

25-MAY-200I 

08:50 

25-M AY-2001 

08:48 




Week 6 

ll-JUN-2001 

08:23 

11-JUN-200I 

08:28 


“ Subject Classification: 

M-NS=Malc, Non-Smoker, M-S^Mak. Smoker; F-NS ; 

= Female, Non-Smoker; F-S= 

-Female, Smoker 
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PM3006630256 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

ExVialate Collection Times by Subject 
(Page 2 of 20) 


Subject 

Number 

Subject 

Classification 3 


Acetonitrile 


Carbon Monoxide 


Timcpuint 

Date 

Time 

Dale 

lime 

008 

F-S 

Week 1 

I4-MAY-200I 

10:13 

I4-MAY-2001 

10:15 



Week 2 



1S-M AY-2001 

09:30 1 



Week 3 

24-MAY-2001 

08:24 

24-MAY-2001 

08:29 



Week 6 

IS-JUN-2001 

10:00 

15-J UN-2001 

09:57 

009 

F-S 

Week 1 

09-M AY-2001 

08:56 

09-MAY-200I 

08:58 



Week 2 



14-MAY-2001 

12:51 



Week 3 

2J-MAY-2UOI 

13:07 

21-MAY-2001 

13:06 



Week 6 

11 -J UN-2001 

12:51 

11-JUN-200I 

I2;5I 

OKI 

F-S 

Week 1 

1 1-MAY-2001 

14:55 

11-MAY-2001 

14:56 



Week 2 



I5-MAY-200I 

15:11 

011 

F-S 

Week 1 

O9-MAY-2O01 

05:44 

09-M AY-2001 

05:47 



Week 2 



20-M AY-2001 

12:59 



Week 3 

25-MAY-2001 

09:23 

25-M AY-2001 

09:21 



Week 6 

' I7-JUN-2001 

11:14 

17-JL-N-200I 

1 1:13 

012 

F-S 

Week 1 

09-MAY-2001 

05:55 

09-MAY-2001 

05:58 



Week 2 



16-M AY-2001 

13:02 



Week 3 

24-MAY-2001 

10:38 

24-MAY-2001 

10:38 



Week 6 

16-J UN-2001 

11:07 

16-JUN-2O01 

11:08 

on 

F-S 

Week 1 

09-MAY-7001 

08:34 

09-M AY-2001 

08:35 



Week 2 



14-MAY-2001 

08:51 



Week 3 

21-MAY-2001 

09:03 

2I-MAY-200! 

09:07 



Week 6 

11-JUN-200I 

08:47 

ll-JUN-2001 

08:46 

014 

F-S 

Week 1 

00-MAY-2001 

08.22 

09-MAY-2001 

08:23 


- 

Week 2 



14-MAY-200I 

08:01 



Week 3 

21-MAY-200! 

08:16 

21-MAY-2001 

08:18 



Week 6 

I1-JUN-200I 

08.28 

ll-JUN-2001 

08:33 

015 

F-S 

Week 1 

09-MAY-200I 

10:32 

fl9-MAY-2001 

10:33 



Week 2 



14-MAY-2001 

10:21 



Week 3 

2I-MAY-2001 

12:21 

21-MAY-2001 

12:20 



Week 6 

1 I-.IUN-2001 

12 00 

ll-JUN-2001 

12:00 

3 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S=Male, Smoker; F-NS : 

= Female, Non-Smoker; F*S” 

: Female, Smoker. 
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PM3006630257 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Pa^e 3 of20) 


Subject 

Number 

Subject 

Classification 3 


Acetonitrile 


Carbon Monoxide 



Timepoirtt 

Dale 

Time 

Date 

Time 


016 

F-S 

Week 1 

09-MA Y-2001 

07:12 

09-MA Y-2001 

12:13 




Week 2 



15-MAY-2001 

12:00 




Week 3 

2 2-M AY-2001 

12:06 

22-MAY-200I 

12:05 




Week 6 

ll-JUN-2001 

11:47 

ll-JUN-2001 

11:45 


017 

F-S 

Week 1 

09-MAY-200I 

09:07 

09-MAY-2001 

09:09 




Week 2 



25-MAY-2001 

08:36 




Week 3 

30-M AY-2001 

08:37 

30-M AY-2001 

08:36 




Week 6 

H-JUN-2001 

09:02 

M JUN 2001 

09:00 


01S 

F-S 

Week 1 

09-MAY-2001 

06:59 

09-M A Y-2001 

07:01 




Week 2 



15-MAY-2001 

07:02 




Week 3 

22-MAY-2001 

07:32 

on mv '>rvy• 

k » -tOYI 

07:30 




Week 6 

12-JUN-2001 

11:44 

12-i UN-2001 

11:41 


019 

F-S 

Week 1 

1 l-MAY-2001 

12:53 

11-MAY-2001 

12:51 




Week 2 



17-MAY-200I 

06:50 




Week 3 

22-M AY-2001 

07:23 

22-MAY-200I 

07:21 




Week 6 

13-JUN-200I 

09:37 

13-JUN-2001 

09:32 


020 

F-S 

Week 1 

09-M AY-2001 

10:45 

09-MAY-2001 

10 46 




Week 2 



I 6 - 4 M AY-2001 

10:45 




Week 3 

23-M AY-2001 

10:41 

23-MAY-200I 

10:39 




Week 6 

13-JUN-20OI 

10:50 

13-JUN-2001 

10:49 


021 

F-S 

Week 1 

10-MAY-2001 

14:19 

10-M AY-2001 

14:17 




Week 2 



14-MAY-2001 

14:56 




Week 3 

24-M AY-2001 

14:41 

24-M AY-2001 

14:39 




Week 6 

17-J UN-2001 

1118 

17-JUN-200I 

11:19 


022 

F-S 

Week 1 

10-M AY-2001 

06:23 

10-M AY-2001 

06:24 




Week 2 



17-MAY-2001 

06:20 




Week 3 

24-MAY-2O0I 

06:08 

24-M AY-2001 

06:08 




Weeks 

12-JUN-2001 

06:15 

I2-JUN-20OI 

06:15 


3 Subject Classification: 

M-NIS - Male, Non-Smoker; M-S=Male. Smoker; 

F-NS= Female. Non-Smoker; 

F-S-Femalc, Smoker. 
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PM3006630258 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

023 

F-S 

Week 1 
Week 2 

Week 3 
Week 6 

024 

F-S 

Week 1 
Week 2 
Week 3 



Week 6 

025 

F-S 

Week 1 
Week 2 
Week 3 
Week 6 

026 

F-S 

Week 1 
Week 2 
Week 3 
Week 6 

027 

F-S 

Week 1 

Week 2 
Week 3 
Week 6 

028 

F-S 

Week 1 
Week 2 
Week 3 
Week 6 

029 

F-S 

Week 1 
Week 2 
Week 3 
Week 6 


1 Subject Classification: M-NS=Malc, Non-Smoker; M-S=Malc, Smoker; F-NS“ Female, Non-S 


Draft 1:24 July 2002 


Source: https://www.i 


Listing 16.5-33 

Exluilatc Collection Times by Subject 
(Page 4 of 20) 


Acetonitrile 


Date 

Time 

10-M AY-2001 

06:39 

24-M AY-2001 

06:44 

ll-JUN-2001 

15:54 

ll-MAY-2001 

07:17 

25-MAY-2001 

08:21 

13-JUN-2001 

07:10 

10-M AY-2001 

11:02 

25-M AY-200 i 

11:44 

17-JUN-200I 

11:39 

11-MAY-2001 

11:11 

24-MAY-2001 

10:55 

I6-JUN-2001 

11:17 

11 -MAY-2001 

08:4U 

21-MAY-2001 

09:12 

l3-JUN-20m 

11:05 


Carbon Monoxide 


Date 

Time 

10-MAY-2001 

06:40 

17-M AY-2001 

07:04 

24-M AY-2001 

06:44 

11JUN-700! 

15:52 

ll-MAY-2001 

07:18 

18-MAY-2001 

06:55 

25-M AY-2001 

08:19 

13-JUN-200I 

07:09 

10-M AY-2001 

J1 :t)4 

20-M AY-2001 

11:30 

25-MAY-200i 

i i :43 

I7-JUN-200I 

11:38 

ll-MAY-2001 

Mil 

I4-MAY-2001 

10:2 8 

24-MAY-2001 

11:10 

I6-JUN-2001 

11:19 

ll-MAY-2001 

08:42 

I6-MAY-200J 

10:37 

21-MAY-2001 

09:10 

13-JUN-200I 

11:03 


ll-MAY-2001 

09:11 

24-M AY-2001 

09:09 

12-JUN-200I 

09.11 


ll-MAY-2001 

09:12 

17-MAY-200I 

09:11 

24-M AY-2001 

09:08 

12-JUN-200I 

09:12 


11-MAY-2001 07:51 ll-MAY-2001 07:26 

16-M AY-2001 09: OS 

21-MAY-2001 09:56 21-MAY-2001 [0:00 

15-JUN-2001 10:00 15-JUN-2001 10:05 

r; F-S= Female, Smoker. 


Page 14911 of 15132 


.ucsf.edu/docs/kjdj0001 





PM3006630259 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 5 of 20) 


Subject 

Number 

Subject 

Classification" 


Acetonitrile 

Carbon Monoxide 


Timepoint 

Dale 

Time 

Date 

Time 

030 

F-S 

Week 1 

10-MAY-200] 

10:44 

10-MAY-200I 

10:45 



Week 2 



M-MAY-2001 

06:52 



Week 3 

21-MAY-20ni 

07:12 

21-MAY-2001 

07-09 



Week 6 

12-J UN-2001 

06:30 

12-JUN-200I 

06:35 

031 

F-S 

Week 1 

tO-MAY-200f 

11:17 

10-MAY-200I 

11:18 



Week 2 



T5-M AY-2001 

07:43 



Week 3 

23-M AY-2001 

08:40 

23-M AY-2001 

08.41 



Week 6 

15-J UN-2001 

10:00 

15-JUN-200I 

10:02 

032 

F-S 

Week 1 

11-MAY-2001 

14:42 

U -MAY-2001 

14:45 



Week 2 



20-MAY-2001 

09:56 



Week 3 

25-M AY-2001 

08:34 

25-M AY-2001 

nc.c-i 

UO.jJ 



Week 6 

18-JIJN-2001 

06:07 

I8-3UN-2001 

06:05 

033 

F-S 

Week 1 

M-MAY-2001 

10:18 

11-MAY-2001 

10:21 



Week 2 



1 5-MAY -2001 

08:46 



Week 3 

22-MAY-200I 

07:55 

22-MAY-2001 

07:53 



Week 6 

18-JUN-2001 

08:11 

18-JUN-200I 

08:09 

034 

F-S 

Week 1 

11-MAY-2 001 

15.06 

11 -MAY-2001 

15:07 



Week 2 



20-MAY-2001 

09:17 



Week 3 

30-MAY-2001 

08:30 

30-M AY-2 001 

08:29 



Week 6 

1S-JIJN-200 f 

12:16 

18-JUN-2001 

12:15 

035 

F-S 

Week I 

IO-MAY-2001 

05:12 

I0-MAY-2001 

05:13 



Week 2 



16-M AY-2001 

05:41 



Week 3 

22-M AY-2001 

06: IB 

22-MAY-2001 

06.14 



Week 6 

I3-JUN-200I 

05:52 

13-JUN 2001 

05:53 

036 

M-S 

Week 1 

09-MAY-2001 

06:46 

09- MAY-2001 

06:48 



Week 2 



I5-MAY-200! 

07:12 



Week 3 

22-MAY -2001 

06:40 

22-MAY-2001 

06:38 



Week 6 

1I-JUN-200I 

06:33 

1 l-JUN-2001 

(16:39 

3 Subject Classiflcatinn: 

M-NS-Male, Nnn-Smnker; M-S=Male, Smoker; (--NS* 

= Female, Non-Smoker; F-S- 

^Female, Smoker, 
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PM3006630260 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Lbiing 16.5-33 

Exhalate Collection Times by Subject 
CPa e e 6 of 20) 


Subject 

Number 

Subject 

Classification 5 


Acetonitrile 


Carbon Monoxide 


Timepoinl 

Date 

Time 

Dale 

Time 

037 

M-S 

Week 1 

10- MAY-2001 

10:06 

fO-MAY-2001 

10:05 



Week 2 



I6-MAY-200I 

06:22 



Week 3 

22-MA Y-2001 

00:30 

22-MA Y-2001 

09:39 



Week 6 

I3-JUN-200I 

11:20 

13-J UN-2001 

11:18 

038 

M-S 

Week 1 

09-M A Y-2001 

09:04 

09-MAY-200I 

09:05 



Week 2 



14-VIA Y-2001 

08:55 



Week 3 

21-MAY-2001 

08:57 

21-MAY-2001 

08:59 



Weck6 

ll-JUN-2001 

08:55 

U-JlJN-2001 

08:59 

039 

M-S 

Week 1 

09-M AY-2001 

06:41 

09-M A Y-2001 

06:44 



Week 2 



14-M A Y-2001 

06:30 



Week 3 

21-MAY-2001 

06:4S 

21 -Mi y-2001 

06:45 



Week 6 

ll-JUN-2001 

06:17 

] l-JUN-2001 

06:17 

(M0 

M-S 

Week 1 

16-MAY 2001 

09:34 

Ifi-M A Y-2001 

09:35 



Week 2 



20-M AY-7001 

08:19 



Week 3 

24-MAY -201)1 

13:06 

24-MAY-200I 

13:10 



Week 6 

17-JUN-2001 

08:24 

17-JUN-2001 

08:24 

041 

M-S 

Week 1 

11-MAY -2001 

14:38 

11-M AY-2001 

14:39 



Week 2 



14-MAY-2001 

09:44 



Week 3 

21-MA Y-2001 

14:36 

21-MAY-2001 

1435 



Week 6 

13-J UN-2001 

09:20 

I3-JUN-2001 

09:09 

042 

M-S 

Week] 

iO-MAY-2001 

11:41 

IO-MAY-2001 

(1:42 



Week 2 



14-MAY-2001 

13:01 



Week 3 

24-M AY-2001 

11:59 

24-MAY-2001 

11:57 



Week 6 

1 1-J UN-2001 

11:48 

ll-JUN-2001 

11:49 

043 

M-S 

Week 1 

09-MAY-200I 

09:36 

09-MAY-200I 

09:37 



Week 2 

- 


14-MAY-2001 

09:48 



Week 3 

23-M A Y-2001 

09:23 

23-MAY-2001 

09:26 



Week 6 

. ll-JUN-2001 

09:23 

ll-JUN-2001 

09:24 

Subject Classification: M-NS= 

=Male, Non Smoker; M-S - 

Male, Smoker; F-NS~ Female, Non-Smoker; F-S" 

Female, Smoker. 
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PM3006630261 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Lxhalatc Collection Times by Subject 
(Page 7 of 20) 


Subject 

Number 

Subject 

Classification 0 

Timepoint 

Acetonitrile 

Dale 

Time 

Carbon Monoxide 

Date 

Time 

044 

M-S 

week I 

09-MAY-2001 

12:25 

09-MAY-2001 

12:26 



Week 2 



17-MAY-2001 

12:23 



Week 3 

23-M AY-2001 

1219 

23 MAY 2001 

12:15 



Week 6 

14-JUN-200I 

12:24 

14-JUN-2001 

12:23 

045 

M-S 

Week 1 

10-M AY-2001 

14:48 

10-MAY-200I 

14:49 



Week 2 



17-MAY-200I 

12:20 



Week 3 

24- MAY-2001 

12:37 

24-M AY-2001 

12:35 



Week 6 

U-J UN-2001 

14:54 

11 -JUN-2001 

14:55 

046 

M-S 

Week 1 

11-MAY-2001 

09:20 . 

11 -MAY-2001 

09:21 



Week 2 



I4-MAY-2001 

09:27 



ii/eek 3 

21-MAY-200! 

09:08 

41 IIA V AAfl 1 
-i. i -ivin i -£.iai I 

09:10 



Week 6 

12-JUN-2001 

09:32 

I2-JUN-2001 

09:33 

047 

M-S 

Week 1 

IO-MAY-2001 

14:44 

4 10-MAY-2001 

14:46 



Week 7 



f 6-M AY-2001 

10:07 



Week 3 

23-MAY-2001 

10:08 

23-M AY-2001 

10:09 



Week 6. 

I3-JUN-20O1 

10:09 

I3-JUN-200I 

10:08 

048 

M-S 

Week 1 

10-M AY-2001 

09:11 

10 -MAY-200I 

09:15 



Week 2 



16-M AY-2001 

09:12 



Week 3 

21-MAY-2O01 

13:18 

2I-MAY-2001 

13:17 



Week 6 

I2-JUN-2001 

09:24 

I2-JIJM-2001 

09:2.3 

049 

M-S 

Week I 

11 -MAY-2001 

06:33 

11-MAY-2001 

06:34 



Week 2 



I5-MAY-200I 

08:33 



Week 3 

23-MAY-2001 

’ 08:30 

23-MAY-200I 

08:32 



Week 6 

11 -JUN-2001 

08:50 

11-JUN-2001 

08:51 

050 

M-S 

Week 1 

11 -MAY-2001 

07:24 

1 l-MAY-2001 

07:22 



Week 2 



14-MAY-2001 

08:19 



Week 3 

23-MAY-2001 

07:02 

23-MAY-2001 

06:58 



Week 6 

I8-JUN-2001 

06:39 

I8-JUN-200I 

06:37 

a Subject Classification: M-NS—Male, 

Non-Smoker; M-S=Malc, Smoker; F NS= 

- Female, Non-Smoker; 

F S=Female, Smoker. 
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PM3006630262 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exlialate Culleciiuir Times by Subject 
(Page 8 of 20) 


Subject 

Number 

Subject 

Classification 3 


Acetonitrile 


Caibon Monoxide 


Timepoint 

Date 

Time 

Date 

Time 

052 

M-S 

Week 1 

11-MAY-2001 

10:00 

II-MAY-2001 

10:02 



Week 2 



18-MAY-2001 

10:10 



Week 3 

24-MAY-2001 

12:07 

24-M AY-2001 

12:07 



Week 6 

17.-JI IN-2001 

12:03 

12-JI IN-2001 

12:01 

054 

M-S 

Week 1 

I0-MAY-20OI 

10:22 

I0-MAY-200I 

10:20 



Week 2 



I6-MAY-200I 

05:45 



Week 3 

23-M AY-2001 

11:17 

23-M AY-2001 

11:15 



Week 0 

13-1UN-2001 

11:44 

13-J UN-2001 

11:42 

055 

M-S 

Week 1 

10-M AY-2001 

09:14 

10-MAY-2001 

09:10 



Week 2 



I5-MAY-2001 

06:56 



Week 3 

23-MAY-2001 

07:0' 

23-M AY-2001 

07:03 



Week 6 

13 J UN-2001 

06:51 

13-JUN-2001 

06:50 

056 

M-S 

Week I 

11-MAY-2001 

10:31 

1 l-MAY-2001 

10:34 



Week 2 



20-MAY-3001 

06:25 



Week 3 

25-MAY-2001 

06:43 

25-MAY-200I 

06:42 



Week 6 

I6-JUN-200I 

08:15 

16-JUN-200I 

08:14 

057 

M-S 

Week 1 

10-M AY-2001 

07:58 

10-M AY-2001 

07:59 



Week 2 



15-MAY-2001 

13:56 



Week 3 

21-MAY-2001 

13:58 

2 l-MAY-2001 

13:57 



Week 6 

17-JUN-2001 

■ 12:04 

I7-JUN-2001 

L2:02 

058 

M-S 

Week 1 

1 l-MAY-2001 

10:10 

1 l-MAY-2001 

10:11 



Week 2 



20-M AY-2001 

12:22 



Week 3 

25-MAY-20CH 

10; 16 

25-MAY--2001 

10:14 



Week 6 

18-J UN-2001 

09:51 

18-JUN-2001 

09:49 

059 

M-S 

Week I 

10-MAY-200I 

12:44 

IO-MAY-2001 

12:42 



Week 2 



16-M AY-2001 

07:17 



Week 3 

22-MAY-200I 

08:36 

22-MAY-200I 

08:35 



Week 6 

16-J UN-2001 

08:33 

I6-JUN-2001 

08:31 

fl Subject Classification: M-NS=Malc, Non-Smoker; M~$= 

=Malc. Smoker; F-NS= Female, Non-Smoker; F-S= 

=Fcmalc. Smoker. 
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PM3006630263 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 9 of 20) 


Subject 

Number 

Subject 

Classification 11 


Acetonitrile 


Carbon Monoxide 


Timepoint 

Date 

Time 

Date 

Time 

060 

M-S 

Week 1 

U-MAY-2001 

12:17 

11-MAY-2001 

12:18 



Week 2 



18-M AY-2001 

10:41 



Week 3 

25-MAY-2001 

11 :S2 

25-MAY-200I 

11:52 



Week 6 

I4-JUN-200I 

08:40 

14-JUN-2001 

08:42 

06! 

M'S 

Week 1 

11-MAY-200I 

15:11 

11-MAY-2001 

15:12 



Week 2 



17-M AY-2001 

08:06 



Week 3 

23-MAY-2001 

10:06 

23-MAY-20UI 

10:05 



Week 6 

14-JUN-200I 

10:26 

I4JUN-200I 

10:24 

062 

M-S 

-Week 1 

II-MAY-2001 

11:41 

11-MAY-2001 

11:42 



Week 2 



16-M AY-2001 

11:58 

/ 


Week } 

24-MAY-200! 

11:39 

24-MAY-2001 

! 1:38 



Week 6 

14-JUN-200I 

12:27 

I4-JUN-200I 

12:30 

061 

M-S 

Week 1 

11-MAY-7001 

08:21 

[UMA Y-2001 

08:22 



Week 2 



20-M AY-2001 

10:36 



Week 3 

25-MAY-2001 

07:11 

25-MAY-2001 

07:11 



Week 6 

15-J UN-2001 

07:10 

I5-JUN-200I 

07:08 

065 

M-S 

Week 1 

II-MAY-2001 

12:50 

1 l-MAY-2001 

12:47 



Week 2 



I7-MAY-200I 

08:3? 



Week 3 

22-MAY-2001 

11:45 

22-M AY-2001 

11:43 



Week 6 

16-JUN-2001 

10:02 

16-JUN-2001 

10:18 

067 

M-S 

Week 1 

11-MAY-2001 

11:44 

1 l-MAY-2001 

11:46 



Week 2 



17-M AY-2001 

07:35 



Week 3 

24-M A Y-2001 

09:55 

24-MAY-2001 

09:54 



Week 6 

15-JLIN-2001 

10:44 

15-J UN-2001 

10:42 

068 

M-S 

Week 1 

11-MAY-2001 

11:23 

1 l-MAY-2001 

11:24 



Week 2 



20-MA Y-2001 

11:00 



Week 3 

25-MAY-200! 

10:09 

25-MA Y-2001 

10:08 



Week 6 

17-JUN-2001 

08.51 

17-3UN-2001 

08:50 

a Subject Classification: M-NS“ 

-Male, Non-Smoker; M-S - Male, 

Smoker; K-N r S— Female, Non-Smoker; F-S - 

-Female, Smoker. 



/ 
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PM3006630264 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 10 of 20) 


Subject 

Number 

Subject 

Classification 3 

Time point 

Acetonitrile 

Date 

lime 

Carbon Monoxide 

Date 

Time 

069 

M-S 

Week 1 

I5-MAY-200I 

10:20 

15-MAY-200I 

(0:14 



Week 2 



22-MAY-200I 

13:20 



Week 3 

04-JUN 2001 

11:26 

04-JS1N-200I 

11:23 



Week 6 

13-JUN-2QOI 

05:51 

13-JUN-2001 

05:46 

071 

F-NS 

Week 1 

11 -MAY-2001 

10:50 

11-MAY-200I 

10:51 



Week 2 



18-M AY-2001 

08:40 



Week 3 

22-MAY-200I 

07:0$ 

22-MA Y-2001 

07:05 



Week 6 

12-JUN-2001 

08.4(1 

12-JUN-2001 

08:40 

072 

F-NS 

Week ! 

09-MAY-2001 

12:51 

09-M A Y-2001 

12:53 



Week 2 



14-MAY-200I 

07:04 



Week 3 

22-MAY-2O0I 

08:19 

22 MAY-2001 

no. j 7 



Week 6 

I2-JUN-2001 

07:07 

I2-JUN-200I 

07:07 

073 

F NS 

Week 1 

09-M A Y-2001 

07:21 

09-MAY-2001 

07:19 



Week 2 



1 R-MAY-2001 

10:22 



Week 3 

22-MAY-200I 

10:13 

22-MAY-2001 

10:11 



Week 6 

13-JUN-200I 

06:05 

13-JUN-2001 

06:05 

074 

F-NS 

Week 1 

09-MAY-20D1 

08:08 

09-M A Y-2001 

08:09 



Week 2 



14-Mrt Y-2001 

09:05 



Week 3 

22-MAY 2001 

11:06 

22-MAY-200I 

11:05 



Week 6 

1 l-JUN-2001 

07:15 

ll-JI(N-2(l()l 

07:15 

075 

F-NS 

Week 1 

09-MAY-2001 

07:35 

09-M A Y-2001 

07:36 



Week 2 



14-MAY-200I 

14:03 



Wcek3 

23-MAY-2001 

08:26 

23-MAY-200I 

08:25 



Wcck6 

I4-JUN-200I 

07:58 

14-JUN-2001 

07.5R 

076 

F-NS 

Week I 

11-MAY-2001 

16:06 

11 -MAY-2001 

16:14 



Week 2 



20-M A Y-2001 

12:17 



Week 3 

25-M AY-2001 

12:04 

25-MAY-200I 

12:02 



Weeks 

1 l-JUN-21101 

14:53 

1 l-JUN-2001 

14:52 


a Subject Classification: M-NS=Mate, Non-Smoker; M S=Male, Smoker; F-NS Female, Non-Smoker; F-S-Fcmale. Smoker. 
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PM3006630265 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Gxhalate Collection Times by Subject 
{Page llof20) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Acetonitrile 


Carbon Monoxide 


Date 

Time 

Date 

Time 

077 

F-NS 

Week 1 

W-MAY-2001 

08:46 

09-MAY-2001 

08:49 



Week 2 



14-M AY-2001 

OK:2K 



Week 3 

- 21-MAY-2001 

08-34 

2!-MAY-2001 

08:35 



Week 6 

11-JUN-2001 

08:04 

1 l-JUN-2001 

08:04 

078 

t-ns 

Week 1 

10-MAY-200I 

12:51 

I0-MAY-200I 

12:52 



Week 2 



14-M AY-2001 

13:59 



Week 3 

21 MAY-2001 

13:01 

21-MAY-2001 

12:59 



Week 6 

13-JUN-2001 

11:10 

13-JUN-2001 

11:09 

079 

F-NS 

Week l 

09-MAY-200I 

12:31 

09-MAY-2001 

12:34 



Week 2 



I4-MAY-2001 

11:46 



Week 3 

21-MAY-2001 

11:55 

21-MAY-2001 

11:55 



Week 6 

1 l-JUN-2001 

12:04 

1 l-JUN-2001 

12:03 

080 

F-NS 

Week 1 

09-MAY-2001 

06:33 

09-MAY-200I 

06:35 



Week 2 



15-MAY-2001 

07:07 



Week 3 

2I-MAY-200I 

07:04 

21-MAY-2001 

07:02 



Week 6 

1 l-JUN-2001 

06:13 

1 l-JUN-2001 

06:14 

081 

F-NS 

Week 1 

09-MAY-2001 

13:34 

09-MAY-2001 

13:31 



Week 2 



14-MAY-200I 

13:19 



Week 3 

22-MAY-200) 

13:14 

22-MAY-200I 

13:13 



Week 6 

1 l-JUN-2001 

13:26 

1 l-JUN-2001 

13:25 

082 

F-NS 

Week 1 

09-M AY-2001 

05:29 

09-MAY-200I 

05:31 



Week 2 



20-MAY-2001 

11:16 



Week 3 

25-MAY-200I 

06:10 

25-MAY-2001 

06:09 



Week 6 

18-J UN-2001 

06:32 

1R-JUN-200I 

06:31 

083 

F-NS 

Week 1 

IO-MAY-2001 

06:48 

10-MAY-2001 

06:49 



Week 2 



I5-MAY-2001 

06:52 



Week 3 

25-MAY-2001 

09:34 

25-MAY-2001 

09:33 



Weeks 

12-J UN-2001 

07,15 

12-JUN-200I 

07:13 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Femalc, Smoker. 
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PM3006630266 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 12 of 20) 


Subject Subject ___Ac etonitrile _ _ Carbon Monoxide 


Number Classification' 1 

Time point 

Dale 

Time 

Date 

Time 

084 F-NS 

Week 1 

09-MAY-200I 

[0:05 

O9-MAY-20OI 

10:06 


Week 2 



I4-.M AY-2001 

09.57 


Week 3 

23 MAY-200) 

09:53 

23-MAY 2001 

09:52 


Week 6 

I3-J1 IN-2001 

10:05 

13-JUN-2001 

10:02 

085 F-NS 

Week 1 

10 -MAY-200I 

10:17 

I0-MAY-20OI 

10:15 


Week2 



16-MAY-2001 

10:25 


Week 3 

23-MAY-2001 

11:08 

23-MAY-2001 

11:08 


Week 0 

! l-JUN-2001 

11.40 

1 l-JUN-2001 

11.40 

086 F-NS 

Week 1 

10-MAY-2001 

12:19 

I0-MAY-2001 

12:19 


Week 2 



I5-MAY-2001 

07:16 


Week 3 

2S-MAY-2001 

11:06 

2 5-MAY-2001 

11 ;05 


Week 6 

I2-JUN-200I 

06:27 

12-JUN-200I 

06:31 

087 F-NS 

Week I 

10-M AY-2001 

09:59 

10-MAY-200I 

09:58 


Week 2 



1 5-MAY-2001 

07:54 


Week 3 

22-MAY-2001 

09:48 

22-M AY-2001 

09:46 


Week 6 

1 l-JUN-200! 

08:40 

1 l-JUN-200] 

08:41 

088 F-NS 

week I 

09-MAY-200I 

07:06 

09-M AY-2001 

07:07 


Week 2 



14-MAY-200I 

08:05 


Week 3 

23 MAY-200! 

07:08 

23-MAY-2001 

07:06 


Week 6 

1 l-JUN-200) 

07:03 

11 -J1 IN-2001 

07:02 

089 F-NS 

Week 1 

10-MAY-200I 

08:40 

IO-MAY-2001 

08:41 


Week 2 



16-MAY-2001 

07:44 


Week 3 

22-MAY-200I 

08:30 

22 -MAY-'2001 

08:29 


Week C, 

1 l-JUN-200] 

14:25 

ll-JUN-2'00! 

14.25 

090 F-NS 

Week t 

10 -MAY-2001 

08:17 

10-M AY-2001 

08:17 


Week 2 



14-M AY-2001 

08:42 


Week 3 

24-MAY-2001 

08:20 

24-MAY-200I 

08:19 


Week 6 

I2-JUN-200I 

08:5! 

12-JUN-2001 

08:52 

3 Subject Classification: M-NS“Male, Non-Smoker; M-S~Malc. Smoker. 

; F-NS ■ Female, Non-Smoker; F-S=Femalc. Smoker. 
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PM3006630267 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Oxhalatc Collection Times by Subject 
(Page 13 of 20) 


Subject 

Number 

Subject 

Classification 3 


Acetonitrile 



Carbon Monoxide 


Timepoint 

Dale 

_Time_ 


Date 

Time 

091 

F-NS 

Week 1 

10-M AY-2001 

08:28 


10-M AY-200! 

08:26 



Week 2 




15-M AY-2001 

08:38 



Week 3 

22-M AY-2001 

08:40 


22-MAY-2001 

08:43 



Week 6 

12-.ll IN-2001 

08-45 


12-Jl IN-2001 

08:46 

092 

F-NS 

Week 1 

10 -MAY-200I 

09:06 


10 -MAY-2001 

09:04 



Week 2 




I5-MAY-2001 

09:00 



Week 3 

21-MAY-2001 

08:46 


21-MAY-2001 

08:47 



Week 6 

14-JUN-2001 

07.31 


I4-JIJN-2CHH 

07.32 

093 

F-NS 

Week 1 

10-M AY-2001 

10:38 


IO-MAY-20OI 

10:39 



Week 2 




16-M AY-2001 

10:40 



Week 3 

22-M AY-2001 

10:51 


22-MAY-2001 

10:4? 



Week 6 

13-J UN-2001 

10:44 


13-JUN-2001 

10:41 

09-1 

F-NS 

Week 1 

10-M AY-2001 

06:59 


10-M AY-2001 

07:00 



Week 2 




16-M AY-2001 

09:40 



Week 3 

21-MAY-2001 

10:15 


21-MAY-2001 

10:16 



Week 6 

I3-JUN-2001 

09:13 


13-JUN-200] 

09:18 

095 

F-NS 

Week 1 

09-MAY-2001 

13:17 


09-M AY-2001 

13:19 



Week 2 




15-M AY-200! 

11 :26 



Week 3 

23-M AY-2001 

14:37 


23-M AY-2001 

14:36 



Week 6 

12-JUN-200I 

11:26 


12-JUN-20D1 

1 1:28 

096 

F-NS 

Week 1 

11-MAY-2001 

13:0.3 


11 -MAY-2001 

13:04 



Week 2 




15-M AY-2001 

13:10 



Week 3 

21-MAY-2001 

13:1.3 


21-MAY-2001 

13:13 



Week 6 

17-JUN-20O1 

09:23 


17-J UN-2001 

09.22 

097 

F-NS 

Week l 

11 -MAY-2001 

09:39 


11 -MAY-2001 

09:40 



Week 2 




20-M AY-2001 

09:12 



Week 3 

25-MAY-2001 

09:24 


25-MAY-200I 

09:26 



Week 6 

16-JUN-2G01 

09:09 


16-J UN-2001 

09:07 

a Subject Classification: M-NS= 

=Malc, Non-Smoker; M-S= 

^Male, Smoker; F-NS - Female, Non-Smoker; F-$- 

Female, Smoker. 
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PM3006630268 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


"Listing 16.5*33 

Exhalate Collection l imes by Subject 
(Page 14 of 20) 


Subject 

Number 

Subject 

Classification'’’ 


Acetonitrile 


Carbon Monoxide 



Timepoint 

Date 

Time 

Date 

Time 


098 

F-NS 

Week 1 

09-M AY-2001 

15:33 

09-M AY-2001 

15:35 




Week 2 



15-M AY-2001 

15:04 




Week 3 

24-MAY-200I 

15:1 1 

24-MAY-2001 

15:10 




Week 6 

1 l-JUN-2001 

I4:5R 

1 l-JUN-2001 

14:58 


099 

F-NS 

.Week 1 

09-MAY-2001 

13:55 

09-MAY-2001 

13:56 




Week 2 



14-MAY-2001 

07:11 




Week 3 

22-M AY-2001 

11 36 

22-MAY-2001 

11:34 




Week 6 

It JUN 2001 

10:01 

11 JUN 2001 

10:02 


100 

F-NS 

Week 1 

I0-MAY-200I 

06:25 

10-MAY-2001 

06:28 




Week 2 



18-MAY-2001 

06:23 




Week 3 

23-MAY-2001 

06:22 

23-MAY-200I 

06:24 




Week 6 

I4-JUN-200I 

06:21 

14-J UN-2001 

06:19 


101 

F-NS 

Week 1 

11-MAY-2001 

06:15 

11-MAY-2001 

06:17 




Week 2 



14-MAY -2001 

06:20 




Week 3 

25-MAY-200I 

06:38 

25-MAY-2001 

06:37 




Week 6 

17-JUN-200I 

09:42 

I7-JUN-2001 

09:40 


102 

F-NS 

Week 1 

09-MAY-2001 

14:14 

09-MAY-2001 

. 14:15 




Week 2 



2 0-M AY-2001 

11:40 




Week 3 

25-MAY-2001 

10:24 

2 5-M AY-2001 

10:23 




Week 6 

12-JUN-2001 

07:39 

12-JUN-2001 

07:39 


103 

F-NS 

Week 1 

10-MAY-200I 

08:05 

! 0-M AY-2001 

08:03 




Week 2 



20-MAY-2001 

12:45 




Week 3 

24-MAY-200I 

08:54 

24-M AY-2001 

08:53 




Week 6 

18 JUN 2001 

09:07 

18 JUN 2001 

00:06 


104 

M-NS 

Week 1 

07-MAY-2001 

09:27 

07-MAY-200I 

00:24 




Week 2 



I7-MAY-2001 

07:40 




Week 3 

22-MAY-2001 

06:57 

22-MAY-2001 

06:55 




Week 6 

1 l-JUN-2001 

07:51 

1 l-JUN-2001 

07:51 


a Subject Classification: M-NS= 

=Male, Non-Smoker; M-S=Male, 

Smoker; F-NS= Female, Non-Smoker; F-S= 

=Female, Smoker. 






Draft 1:24 July 2002 


Page 14921 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630269 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exha late Collection Times by Subject 
(Page 15 of 20) 


Subject Subject Acetonitrile _ _ Carbon Monoxide 


Number 

Classification* 

Time po-int 

Date 

Time 

Date 


Time 

105 

M-NS 

Week 1 

09-MAY-2001 

15.12 

09-M AY-2001 


15:14 



Week 2 



Ifr-M AY-2001 


09:01 



Week 5 

23-MAY-200I 

06:18 

23-M AY-2001 


00:19 



Week 6 

I4-JUN-2001 

06:03 

14-JUN-200I 


06:01 

106 

M-NS 

Week 1 

tl-MAY-2001 

13:24 

11-MAY-2001 


13:25 



Week 2 



18-M AY-2001 


07:00 



Week 3 

23-MAY-2001 

08:02 

23-MA Y-2001 


08:00 



Week 6 

1 ] JUN-2001 

07:35 

1 1-JUN-2001 


07:34 

107 

M-NS 

Week I 

11-MAY-2001 

06:36 

1 l-MAY-2001 


06:37 



Week 2 



17-M A Y-2001 


07:09 



Week 3 

23-M AY-2001 

07:06 

23-MA Y-2001 


07; 10 



Week 6 

16-JUN-2001 

11:02 

16-JUN-2001 


11:03 

108 

M-NS 

Week 1 

09-M AY-2001 

12:03 

09-MA Y-2001 


12:04 



Week 2 



I4-MAY-200! 


11:53 



Week 3 

21-MAY-2001 

12:08 

2I-MAY-200I 


12:06 



Week 6 

13-JUN-200! 

12:04 

13-JUN-2001 


12:04 

109 

M-NS 

Week 1 

(J9-M A Y-2001 

08:50 

09-MA Y-2001 


08:53 



Week 2 



14-MAY-2001 


08:38 



Week 3 

2I-MAY-200I 

08:39 

2!-MAY-2001 


08:41 



Week 6 

1 1-JUN-2001 

08:05 

11 -JUN-2001 


08:07 

no 

M-NS 

Week 1 

10-MAY-200! 

08:20 

10-MA Y-2001 


08:21 



Week 2 



18-M A Y-2001 


08:32 



Week 3 

22-MAY-200I 

08:10 

22-MA Y-2001 


08:09 



Week 6 

12-JUN-2001 

08:13 

12-JUN-2001 


08:14 

II! 

M-NS 

Week 1 

09-MAY-2001 

06:35 

09-M A Y-2001 


06:39 



Week 2 



- 14-MA Y-2001 


06:38 



Week i 

21 -MAY-2001 

06:59 

2 l-MAY-2001 


06:56 



Week 6 

' II-JUN-2001 

06:08 

11-JUN-2001 


06:10 

" Subject Classification: 

M-NS=Malc, Non-Smoker; M-S- 

Male, Smoker; F-NS= Female. Non-Smoker; 

F-S=Fcmak. Smoker 
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PM3006630270 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Class ifi cation® 

Timepoint 

112 

M-NS 

Week 1 
Week 2 

Week 3 
Week 6 

113 

M-NS 

Week 1 
Week 2 

114 

M-NS 

Week 1 
Week 2 
Week 3 
Week 6 

115 

M-NS 

week 1 
Week 2 



Week 3 
Weekft 

M6 

M-NS 

Week 1 
Week 2 



Week 3 
Week 6 

117 

M-NS 

Week 1 
Week 2 
Week 3 
Week 6 

11 $ 

M-NS 

Week 1 
Week 2 
Week 3 
Week 6 

119 

M-NS 

Week 1 
Week 2 
Week 3 
Week 6 


’ Subject Classification: M-NS-Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-1 
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Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 16 of 20) 


Acetonitrile 


Carbon Monoxide 


Dale 

Time 

Date 

Time 

11-MAY-2001 

07:13 

11 -MAY-21101 

07:14 



15-MAY-200I 

07:37 

. 21-MAY-2001 

07:49 

21-MAY-2001 

07:40 

11-JUN-200I 

07i46 

ll-JUN-2001 

07:47 

11-MAY-2001 

07:09 

11-MAY-200I 

07:10 



(5-MAY-2001 

07:34 

11-MAY-2001 

11:35 

11-MAY-2001 

1 1:36 



20-MAY-2001 

07:18 

24-MAY-200! 

10:28 

24-MAY-2001 

10:26 

I4-JUN-200I 

10:16 

14-JUN-200I 

10:14 

09-MAY-2001 

10:24 

09-M AY-2001 

10:25 



18-M AY-2001 

10.34 

22-MAY-2001 

10:42 

22-MAY-200I 

10:41 

15-JUN-20m 

00:36 

15JI1M-200I 

t»:35 

09-MAY-2001 

06:52 

09-M AY-2001 

06:54 



I5-MAY-2001 

13:51 

21-MAY-200I 

06:08 

21-MAY-2001 

06:09 

08-JUN-2001 

06:03 

08-JUN-2001 

06:14 

09-MAY-200I 

11:18 

09-MAY-2001 

11:19 



16-MAY-200I 

.11:39 

22-MAY-20QI 

13:54 

22-MAY-200I 

1.3:55 

I3-JUN-200I 

06:38 

I3-JUN-2001 

06:36 

10 MAY 2001 

13:02 

I0-MAY-20OI 

13:04 



14-MAY-300t 

13-28 

24-MAY-2001 

11:55 

24-M AY-2001 

11:53 

12-JUN-2001 

12:33 

I2-JUN-2001 

12:29 

09-MAY-200I 

11:55 

09-MAY-200I 

11:55 



I4-MAY-2001 

11:41 

21-MAY-2001 

11:51 

2I-MAY-200I 

11:49 

12-JUN 2001 

11:49 

12-JUN-200I 

11:46 


r, F-S=Female, Smoker. 
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PM3006630271 


RSR w ' 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing lfi.5-3.1 

Rxhalate Collection Times by Subject 
(Page 17 of 20) 


Subject 

Number 

Subject 

Classification* 


Acetonitrile 


Carbon Monoxide 


Timepoint 

Date 

Time 

Date 

Time 

120 

M-NS 

Week 1 

09-MAY-200I 

09:00 

09-M AY-2001 

09:01 



Week 2 



I4-MAY-2001 

09:23 



Week 3 

23-MAY-20G1 

09:22 

23-M AY-2001 

09:23 



Week 6 

ll-JUN-2001 

08:57 

1 l-JUN-2001 

09:03 

121 

M-NS 

Week 1 

09-M AY-2001 

11:13 

09-MAY-2001 

11:14 



Week 2 



14-MAY-2001 

11:00 



Week 3 

22-MAY-2001 

10:58 

22-MAY-200) 

J0:57 



Week 6 

l l-J UN-2001 

10:54 

1IJUN-2001 

10:52 

122 

M-NS 

Week 1 

10-M AY-2001 

13:25 

10-MAY-200I 

13:26 



Week 2 



14-MAY-2001 

11:30 



Week 3 

21-MAY-2001 

11:39 

21-MAY-2001 

11:37 



Week 6 

J 3-3 UN-2001 

11.33 

13-JUN-200I 

M ;31 

123 

M-NS 

Week 1 

1 I-MAY-20C11 

05:50 

11-MAY-2001 

05:48 



Week 2 



I5-MAY-2001 

05:53 



Week 3 

23-MAY-2001 

08:57 

23-MAY-2001 

08:56 



Week 6 

I2-JUN-200I 

08:55 

I2-JUN-2001 

08:57 

124 

M-NS 

Week 1 

I0-MAY-20OI 

11:35 

10-M AY-2001 

11:37 



Week 2 



15-MAY-2001 

12:06 



Week 3 

22-MAY-200I 

12:15 

22-MAY-200I 

12:14 



Week 6 

13-JUN-2001 

12:20 

I3-JUN-2001 

12:19 

125 

M-NS 

Week 1 

09-M AY-2001 

13:42 

09-MAY-200I 

13:41 



Week 2 



16-M AY-2001 

08:53 



Week 3 

23-MAY-2001 

15:08 

23-MAY-2001 

15:06 



Week 6 

18-JUN-2001 

09:25 

I8-JIJN-2001 

09:26 

126 

M-NS 

Week 1 

09-MAY-2001 

13:26 

09-MAY-200I 

13:24 



Week 2 



I5-MAY-200I 

11:32 



Week 3 

23-M AY-2001 

14:37 

23-MA Y-2001 

14:40 



Week 6 

12-JUN-2001 

11 29 

I2-JUN-2001 

11:33 

a Subject Classification: M-NS= 

-Male, Non-Smoker; M-S= 

Male, Smoker; F-NS= Female, Non-Smoker; F-S= 

^Female, Smoker. 
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PM3006630272 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhalate Collection Times by Subject 
(Page 18 of 20) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Acetonitrile 

" 

Catbon Monoxide 


Date 

Time 

Date 

Time 

127 

M-NS 

Week 1 

1 1-MAY-2001 

10:37 

11-MAY-2001 

10:39 



Week 2 



I4-MAY-200I 

13:05 



Week 1 

23-MAY-2001 

09:13 

23-MAY-200I 

09:17 



Week 6 

11-JUN-200I 

12:56 

ll-JUN-2001 

12:57 

128 

M-NS 

Week 1 

10-MAY-200I 

13:18 

10-MAY-200I 

13:20 



Week 2 



14-MAY-2IX1I 

12:31 



Week 3 

21-MAY-2001 

12:29 

21-MAY-2001 

12:27 



Week 6 

13 JUN 2001 

12:39 

13-JUN 2001 

12:37 

12 ? 

M-NS 

Week 1 

I0-MAY-200I 

08:02 

10-M AY-2001 

08:06 



Week 2 



14-M AY-2001 

15:03 



Week 3 

22-MAY-200I 

14:57 

22-MAY-200I 

14:55 



Week 6 

1I-JUN-20C1 

11:00 

ll-JUN-2001 

11:00 

no 

M-NS 

Week 1 

10-MAY-2001 

' 11:45 

IO-MAY-2001 

11:46 



Week 2 



15-MAY-2001 

\ 1:44 



Week 3 

23-MAY-2001 

11:44 

23-MAY-200I 

11:47 



Week 6 

I3-JUN-2001 

11:39 

I3-JUN-2001 

11:39 

131 

M-NS 

Week 1 

10-MAY-2001 

08:56 

I0-MAY-2OOI 

08:55 



Week 2 



I4-MAY-200I 

07:58 



Week 3 

2I-MAY-200I 

07:38 

2I-MAY-200] 

07:39 



Week 6 

12-JUN-2001 

07:46 

12-JUN-2D0I 

07:47 

132 

M-NS 

Week 1 

10-M AY-2001 

07:28 

I0-MAY-2001 

07:29 



Week 2 



18-M AY-2001 

08:16 



Week 3 

24-MAY-200! 

09:15 

24-MAY-2001 

09.15 



Week 6 

15-J UN-2001 

08:13 

15-JUN 2001 

08:11 

133 

M-NS 

Week 1 

10-MAY-200I 

13:38 

10-M AY-2001 

13:39 



Week 2 



16-M AY-2001 

08:34 



Week 3 

23-MAY-2001 

10:35 

23-M AY-2001 

10:33 



Week 6 

I4-JUN-200I 

08:30 

14-JVJN-2001 

08:28 

4 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S=Ma1e, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630273 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-33 

Exhaiatc Collection Times by Subject 
(Page 19 of 20) 


Subject 

Number 

Subject 

Classification 11 


Acetonitrile 


Carbon Monoxide 


Timepoint 

Date 

Time 

Date 

Time 

134 

M-NS 

Week l 

16-MAY-2C01 

11:16 

I6-MAY-200I 

11:09 



Week 2 



24-MAY-2001 

13:20 



Week 3 

30-MAY-2001 

11:17 

30-M AY-2001 

11:16 



Week 6 

IB-JUN-2001 

11:02 

IS-JUN-2001 

11:02 

135 

M-NS 

Week I 

11 -MAY-2001 

08:34 

11 -MAY-2001 

08:34 



Week 2 



17-M AY-2001 

08:35 



Week 3 

23-M AY-2001 

10:13 

23-MAY-2001 

10:14 



Week 6 

12-J UN-2001 

13:59 

12-JUN-2001 

13:57 

500 

F-NS 

Week 1 

09-MAY-2001 

14:17 

09-MAY-200I 

14:19 



Week 2 



14-MAY-200I 

13:16 



Week 3 

22-.M AY-2001 

10:35 

22-MAY-2001 

m-vi 



Week 6 

ll-J UN-2001 

12:45 

11 -JlJN-2001 

12:46 

SOI 

F-NS 

Week 1 

11 MAY-2001 

08:47 

11-MAY-2001 

08:51 



Week 2 



1S-M AY-200! 

09:36 



Week 3 

23-MAY-200I 

09:13 

23-MAY-2001 

09:13 



Week 6 

14-JUN-200I 

08:18 

I4-JUN-200I 

08:17 

502 

F-S 

Week 1 

14-MAY-2001 

09:12 

14-M AY-2001 

09:14 



Week 2 



20-MAY-200I 

10:13 



Week 3 

24-M AY-2001 

08:24 

24-M AY-2001 

08:26 



Week 6 

I4-JUN-200I 

08:44 

14-JUN-2001 

08:45 

503 

F-S 

Week 1 

I0-MAY-2001 

11:08 

10-M AY-2001 

11:09 



Week 2 



16-MAY-2001 

11:35 



Week 3 

21-MAY-2001 

11:14 

21-MAY-2001 

11:13 



Week 6 

ll-JUN 2001 

10:22 

ll-JUN-2001 

10 :2fl 

504 

F-S 

Week 1 

II-MAY-2001 

12:38 

11-MAY-2001 

12:39 



Week 2 



15-MAY-20OI 

12:28 



Week 3 

24-MAY-20OI 

12:27 

24-MAY-2001 

12:25 



week c> 

12-^VJN'2001 

12:11 

I2-JUN-2001 

12:09 

3 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S~Male, Smoker; 

K-NS- Female, Non-Smoker; F-S - 

: Femalc, Smoker. 
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PM3006630274 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listiny 16,5-33 

Exhalate Collection Times by Subject 
(Page 20 of 20) 


Subject 

Number 

Subject 

Classification 3 


Acetonitrile 


Carbon Monoxide 


Timepoinl 

Dale 

Time 

Date 

Time 

505 

F-NS 

Week 1 

11-MAY-2001 

05:34 

M -MAY -2001 

05:36 



Week 2 



18-MAY-2001 

06:26 



Week 3 

25-MAY-200t 

06:46 

25-MAY-2001 

06:47 



Week6 

I2.JUN-2001 

06:16 

12-JUN-200I 

06:22 

506 

FS 

Week 1 

11-MAY-2001 

12:57 

1 l-MAY-2001 

12:50 



Week 2 



17-MAY-2001 

13:07 



Week 3 

24-MAY-200I 

13:06 

24-MAY-2001 

13:04 



Week 6 

11-JUN-21KI1 

32:53 

1J -JUN-2001 

12:54 


9 Subject Classification: M-N$=Ma!e, Non-Smoker; M-S-Male. Smoker; F-N$= Female, Non-Smoker; P*S=Female. Smoker. 
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PM3006630275 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 1 of 23) 


Subject 

Subject 



Sample 


Sample Weight 


Collected 

Number 

Classification 11 

Timepoint 

Dale 

Collected? 


(rnp) 


On/OfT Site 

001 

F-S 

Enrollment 


No 







Week 1 


No 







Week 6 


No 





002 

F-S 

Enrollment 


No 







Week 1 


No 







Week 2 


No 







Week 3 


No 







Week. 6 

11 JUN-2001 

Yes 


780.0 


OFf Site 

003 

F-S 

Enrollment 


No 







Week 1 


No 







2 


No 







Week 3 


NO 







Week 6 


No 





004 

F-S 

Enrollment 


No 







Week 1 


No 







Week 3 


No 







Week 3 


No 







Week 6 

n-JUN-2001 

Yes 


430.0 


OlTSite 

005 

F-S 

Enrollment 


No 







Week 1 


No 







Week 2 


No 







Week 3 


No 







Week 6 


No 





006 

F-S 

Enrollment 


No 







Week 1 


No 







Week 2 

15-MAY-200! 

Yes 


2270.0 


Oft Site 



Week 3 


No 







Week 6 

12-JUN-200I 

Yes 


1620.0 


Offsite 

“ Subject Classification. M-NS= 

=Male, Non-Smoker; M-S~MaIc, Smoker; F-NS : 

*= Female, Non-Smoker; F-S - 

■Female. Smoker. 
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PM3006630276 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 7 of 23) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 
(MR) 

Collected 
On/OIT Site 

007 

F-S 

Enrollment 


No 





Week 1 


' No 





Week 2 


No 





Week 3 


Ntt 





Week 6 


No 



008 

r-s 

Enrollment 

01-MAY-21101 

Yes 

310.0 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 

I5-JUN-2001 

Yes 

230.0 

On Site 

009 

F-S 

Enrollment 

01-MAY-2001 

Yes 

290.(1 

On Site 



Week 1 


No 





Week 2 

14-MAY-200I 

Yes 

710.0- 

On Site 



Week 3 


No 





Week 6 

I1-JUN-2001 

. Yes 

«n.n 

Off Site 

010 

F-S 

Enrollment 


No 





Week l 


No 





Week 2 


No 



Oil 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



012 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 

10-MAY-2001 

Yes 

2170.0 

Off Site 



Week 3 


No 





Week 6 

I6-JUN-2001 

Yes 

1210.0 

Off Site 

“ Subject Classification; M-NS= 

=Malc, Non-Smoker; M-S-Malc, Smoker; F-NS= 

- Female, Non-Smoker; F-S= 

-Female, Smoker. 
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PM3006630277 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 3 of23) 


Subject 

Number 

Subject 

Cl ass ifi cation” 

Timepoint 

Dale 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected. 

On/OfT Site 

013 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 

14-MAY-2001 

Yes 

1000.0 

On Site 



Week 3 


No 





Week 6 


No 



014 

F-S 

Enrollment 

OI-MAY-2001 

Yes 

4RO.O 

On Site 



Week 1 

09-MAY-2001 

Yes 

200.0 

OfTSirc 



Week 2 


No 





Week 3 


No 





Week 6 

I l-JUN-2001 

Yes 

750.0 

OfT Site 

015 

F-S 

Enrollment 

01-MAY-2001 

Yes 

7900 

On Site 



Week 1 


No 





Week 2 

14-MAY-200I 

Yes 

2020.0 

On Site 



Week 3 


No 





Week 6 


Unknown 



016 

F-S 

Enrollment 


No 





Week ! 


No 





week 2 


NO 





Week 3 


No 





Week 6 


No 



017 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



018 

F-S 

Enrollment 


No 





Week 1 

09-M AY-2001 

Yes 

7900 

On She 



Week 2 

I5-MAY-200I 

Yes 

390.0 

orrsite 



Week 3 

22-MAY-200I 

Yes 

520.0 

On Site 



Week 6 

12-J UN-2001 

Yes 

660.0 

Off Site 

3 Subject Classification: M-NS= 

=Male, Non-Smoker; M-S=Male, Smoker; F-NS : 

= Female, Non-Smoker; F-S= 

^Female, Smoker. 
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PM3006630278 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 4 of 23) 


Subject Subject 

Number Classification* 

Timepoint 

Pate 

Sample 

Collected? 

Sample Weight 

(mg) 

Collected 

On/OtrSite 

019 F-S 

Enrollment 


No 




Week 1 


No 




Week 2 

I7-MAY-200I 

Yes 

1020.0 

Off Sire 


Week 3 

22-MAY-200I 

Yes 

630.0 

On Site 


Week 6 


Unknown 



020 f-S 

Enrollment 

02-MAY-2001 

Yes 

560.0 

On Site 


Week 1 

09-MAY 2001 

Yes 

1 120.(1 

On Site 


Week 2 

I6-MAY-200I 

Yes 

1070.0 

Off Site 


Week 3 

23-YIAY-2001 

Yes 

1200.0 

On Site 


W eek 6 

I3-JUX-200I 

Yes 

1150.0 

Off Site 

021 F-S 

Enrollment 


No 




Week 1 


No 




Week 2 

14-MAY-2001 

Yes 

690.0 

On Site 


Week 3 


No 




Week 6 

17-JUN-2001 

Yes 

840.0 

OffSite 

022 F-S 

Enrollment 


No 




Week 1 

I0-MAY-2D01 

Yes 

360.0 

Off Site 


W'cck 2 

17-MAY-200I 

Yes 

950.0 

Off Site 


Week 3 


No 




Week 6 


No 



023 F-S 

Enrollment 


No 




Week 1 

IO-MAY-2UOI 

Yes 

240.0 

OffSite 


Week 2 


No 




Week 3 


No 




Week 6 


No 



024 . F-S 

Enrollment 


No 




Week 1 


No 




Week 2 


No 




Week 3 


No 




Week 6 


No 



Subject Classification: M-NS-Male, Non-Smoker; M-S=Mate, Smoker; F-NS- 

- Female, Non-Smoker; F-S- 

-Female. Smoker 
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PM3006630279 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5-34 

Spontaneous Sputum Collection by Subject 
(Page 5 of 23) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 

(m«) 

Collected 

On/ OfFSite 

025 


Enrollment 


No 





Week I 


No 





Week 2 


No 





Week 3 

2 5-MAY-2001 

Yes 

200.0 

On Site 



Week 6 


No 



026 

F-S 

Enrollment 


No 





Week l 


NO 





Week 2 


No 





Week 3 


No 





Week 6 


No 



027 

F-S 

Enrollment 


No 





Week ! 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



028 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



029 

F-S 

Enrollment 


No 





Week 1 

11 -MAY-2001 

Yes 

2420.0 

Off Site 


* 

Week 2 

I6-MAY-200! 

Yes 

1790.0 

OffSite 



Week 3 

21-MAY-2CJ()I 

Yes 

830.0 

On Site 



Week 6 

J5-JUN-200I 

Yes 

1520.0' 

On Site 

030 

F-S 

Enrollment 


No 





Week) 

I0-MAY-200I 

Yes 

160.0 

On Site 



Week 2 


No 





Week 3 

21-MAY-2001 

Yes 

570.0 

On Site 



week 6 


No 



a Subject Classification: 

M-NS=Male, Non-Smoker; M-S=Ma1e, Smoker: F-N$= 

= Female. Non-Smoker: F-S= 

= Female. Smoker. 
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PM3006630280 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 6 of 23) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Dale 

Sample 

Collected? 

, Sample Weight 

Collected 

On/Off Site 

031 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


-No 



032 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



033 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



034 

F-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 

30-MAY-2001 

Yes 

270.0 

OffSite 



Week 6 


No 



035 

F-S 

Enrollment 


No 





Week 1 

10-MAY-200I 

Yes 

370.0 

Off Site 



Week 2 


No 





Week 3 


No 





Week 6 


No 



036 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 




" Subject Classification: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S=Fetmle, Smoker. 
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PM3006630281 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 

(Page 7 of 23) 


Subject 

Subject 



Sample 

Sample Weight 

Collected 

Number 

Classification'' 

Timepoinl 

Date 

Collecied? 

(mg) 

On/Off Site 

037 

M-S 

Enrollment 

0I-MAY-2O01 

Yes 

206.0 

On Site 



Week I 

10-MA Y-2001 

Yes 

1320.0 

On Site 



Week 2 

I6-MAY-2001 

Yes 

930 0 

On Site 



Week 3 


No 





Week 6 


No 



038 

M-S 

Enrollment 

01-MAY-2001 

Yes 

1220.0 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



03? 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 

2I-MAY-20OI 

Yes 

1.330.0 

Off Site 



Week. 6 


No 



040 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week? 


No 





Week 6 


No 



041 

M-S 

Enrollment 


No 





Week 1 

11-MAY-2001 

Yes 

1730.0 

On Site 



Week 2 

14-MAY-2001 

Yes 

1000.0 

On Site 



Week 3 


No 





Week 6 

I3-JUN-200I 

Yes 

1630.0- 

OffSite 

042 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



H Subject Classification: 

M-NS=Malc. Non-Smoker; M-S=Male. Smoker; FA T S : 

= Female. Non-Smoker: F-S- 

-Female. Smoker. 
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PM3006630282 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subjecl 
(Page 8 of 23) 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Date 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/OfTSite 

043 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 

11-JIJN-200I 

Yes 

1140.0 

Off Site 

044 

M-S 

Enrollment 


No 





Week 1 

09-MAY-2001 

Yes 

400.0 

On Site 



Week 2 

17-M AY-2001 

Y C3 

380.0 

Off Site 



Week 3 


No 





Week 6 


No 



045 

M-S 

Enrollment 

02-MAY-200] 

Yes 

770.0 

On Site 



Week 1 

10-MAY-2U01 

Yes 

1450,0 

Off Site 



Week 2 

17-MAY-2001 

Yes 

660.0 

Off Site 



Week 3 


No 





Week* 


No 



046 

M-S 

Enrollment 

02-MAY-200I 

Yes 

560.0 

On Site 



Week 1 

11-MAY-2C101 

Yes 

600.0 

Off Site 



Week 2 

14-MAY-2001 

Yes 

520.0 

On Site 



Week 3 


No 





Week 6 

12-JUN-200I 

Yes 

440.0 

On Site 

047 

M-S 

Enrollment 

02-MAY-2001 

Yes 

460.0 

On Site 



Week 1 

10-M AY-2001 

Yes 

1650 0 

Off Site 



Week 2 

16-M AY-2001 

Yes 

1210.0 

Off Site 



Week 3 

23-MAY-200I 

Yes 

1300.0 

On Site 



Week 6 

13-JUN-200I 

Yes 

1890.0 

OffSitc 

048 

M-S 

Enrollment 


No 





Week 1 

IO-MAY-2001 

Yes 

13 70.0 

OffSile 



Week 2 

16-M AY-2001 

Yes 

800.0 

Off'Siie 



Week 3 


No 





Week 6 


No 



* Subject Classification: M-NS- 

=Malc, Non-Smoker; M-S~Male, Smoker; F- 

■NS- Female, Non-Smoker; F-S= 

=Female, Smoker 
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PM3006630283 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 9 of 23) 


Subject 

Number 

Subject 

Classification 8 

Timcpoini 

Date 

Sample 

Collected? 

Sample Weight 

(me) 

Collected 
On/Off Site 

049 

M-S 

Enrollment 


No 





Week 1 

11-MAY-2001 

Yes 

3190.0 

OffSite 



Week 2 

15-M AY-2001 

Yes 

2990.0 

OfTSite 



Week .1 

2 3-M AY-2001 

Yes 

2460.0 

Off Site 



Week 6 


No 



050 

M-S 

Enrollment 


No 





Week 1 

N-MAY-2011] 

Yes 

3/U.O 

Off Site 



Week 2 


No 





Week 3 


No 





Week (y 


No 



051 

M-S 

Enrol! me nl 


No 



052 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 

I8-MAY-2001 

Yes 

1830.0 

Oft'Site 



Week 3 


No 





Week 6 

12-JUN-2001 

Yes 

670 0 

OfTSite 

053 

M-S 

Enrollment 

02-MAY-2001 

Yes 

1680.0 

On Site 

054 

MS 

Enrollment 


No 





Week 1 

10-MAY-2001 

Yes 

3320.0 

OfTSite 



Week 2 

16-MAY-200I 

Yes 

3120.0 

On Site 



Week 3 


No 





Week 6 


No 



055 

M-S 

Enmlliucnt 

03-M AY-2001 

Yes 

710.0 

On Site 



Week 1 

IO-MAY-2001 

Yes 

750.0 

Off Site 



Week 2 

15-MAY-2001 

Yes 

4100 

OfTSite 



Week 3 

23-MAY-2001 

Yes 

840:0 

OfTSite 



Week 6 

I3-JUN-2001 

Yes 

500.0 

OfTSite 

' Subject Classification: M-NS= 

-Male, Non-Smoker; M-S=Malc, Smoker; F-NS : 

= Female, Non-Smoker; F-S ; 

-Female. Smoker. 





Draft 1:24 July 2002 


Page 14936 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 




PM3006630284 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page l Oof 73) 


Subject 

Number 

Subject 

Classification 3 

Timcpoint 

Date 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

OiVOfTSitc 

056 

M-S 

Enrollment 


No 





Week l 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



057 

M-S 

Enrollment 

03-MAY-21XH 

Yes 

UK0.lt 

On Site 



Week 1 

10-MAY-2001 

Yes 

670.0 

On Site 



Week 2 

I5-MAY-200I 

YC3 

540.0 

On Site 



Week 3 

21-MAY-200I 

Yes 

5800 

On She 



Week (> 

I7-JUN-2001 

Yes 

131X10 

Off Site 

058 

M-S 

F.nrn|1ment 

03-MAY-200! 

Yes 

630.0 

On Site 



Week 1 

1 l-MAY-2001 

Yes 

460.0 

Oil Site 



Week 2 

20-MAY-200I 

Yes 

1010.0 

On Site 



Week 3 


No 





Week 6 

18-i[JV-200l 

Yes 

2 on.o 

On Site 

059 

M-S 

Enrollment 


No 





Week 1 

10-MAY-2001 

Yc$ h 

990.0 

Off Site 



Week 2 

16-MAY-2001 

Yes 

910.0 

OffSite 



Week 3 


No 





Week 6 


No 



OfiO 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 

IK-MAY-2001 

Yes 

1180.0 

OffSite 



Week 3 


No 





Week 6 


No 



061 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


Unknown 



a Subject Classification: 

M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS s 

= Female, Non-Smoker; F-S= 

-Female, Smnker. 





b A sputum sample sat ambient for an extended period and was discarded. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 11 of23) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/Off Site 

062 

M-S 

Enrollment 

03-MAY-200I 

YCS 

1640.0 

On Site 



Week 1 


No 





Week 2 

16-M AY-2001 

Yes 

100.0 

Off Site 



Week 3 

24-MAY-2001 

Yes 

1530 0 

On Site 



Week 6 


No 



063 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 

22-M AY-2001 

Yes 

770.0 

On Site 



Week 3 


No 





Week 6 


No 



065 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



066 

M-S 

Enrollment 


No 



067 

M-S 

Enrollment 


No • 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



068 

M-S 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



069 

M-S. 

Enrollment 

I0-MAY-200! 

Yes 

1500.0 

Off Site 



Week l 

15-M AY-2001 

Yes 

1180.0 

Off Site 



Week 2 


No 





Week 3 


No 





Week 6 


No 



a Subj ec t Classi ficalion: M- N $ - 

-Male. Non-Smoker; M-S^Male, Smoker; F-NS : 

= Female, Non-Smoker; F-S= 

^Female, Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-S450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 1?. rtf 21) 


Subject 

Number 

Subject 

Classification’ 

Timenoinl Dale 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/OfFSitc 

071 

F-NS 

Enrollment 

No 





Week 1 

No 

. 




Week 2 

No 





Week 3 

No 





Week 6 

No 



072 

F-NS 

Enrollment 01-MAY-2001 

Yes 

GRtU) 

On Site 



Week 1 

No 





- Week 2 

No 





Week 3 

No 





Week 6 

No 



073 

F-NS 

Enrollment 

No 





Week 1 

NO 





Week 2 

No 





Week 3 

No 





Week 6 

No 



074 

F-NS 

Enrollment 

No 





Week 1 

No 





Week 2 

No 





Week 3 

No 





Week 6 

No 



075 

F-NS 

F.nrollmenl 

No 





Week 1 

No 





Week 2 

No 





Week 3 

No 





Week 6 

No 



076 

F-NS 

Enrollment 

No 





Week 1 

No 





Week 2 

No 





Week 3 

No 





Week 6 

No 



a Subject Classification: 

M-NS=Male, Non-Smoker: M-S=Male. Smuker; F-NS : 

= Female, Non-Smoker; F-S~Feimle. Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 13 of 23) 


Subject 

Number 

Subject 

Classification* 

Timcpoirt 

Rote 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/OfTSite 

(177 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



078 

P-NS 

Enrollment 


NO 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



079 

F-NS 

Enrollment 


No 





WCCk 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



080 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



081 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


Nu 





Week 6 


No 



082 

F-NS 

Enrollment 


No 





Week 1 


No 





. Week 2 


No 





Week 3 


No 





Week C 


No 




a Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!e, Smoker; F-NS= Female, Non-Smoker; F-S=Female Smoker. 
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PM3006630288 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 10.5-34 

Spontaneous Spuiutn Collection by Subject 
(Page 14 of 23) 


Subject 

Number 

Subject 

Classification* 1 

Time point 

Date 

Sample 

Collected? 

Sample Weight 
(mg)_ 

Collected 

On/OfT Site 

083 

F-NS 

Enrollmeiu 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week ft 


No 



084 

F-NS 

Enrollment 


No 





Week 1 


Nu 





Week 2 


No 





Week 1 


No 





Week ft 

B-JUN-2001 

Yes 

2210.0 

On Site 

0S5 

p-ns 

Enrollment 


No 





Week 1 

KJ-M AY-2001 

Yes 

570.0 

Off site 



Week 2 

16-MAY-2Q0I 

YC5 

1490.0 

OffSite 



Week 3 


No 





Week 6 


No 



086 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



087 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



088 

F-NS 

Enrollment 


No 





Week I 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



a Subject Classification: M-NS= 

=Malc, Non-Smoker; M-S=Male. Smoker; 

F-NS= Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006630289 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 15 of23) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 

("is) 

Collected 

On/Off Site 

089 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



090 

F-NS 

Enrollment 

02-MAY-2001 

Yes 

310.0 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



091 

F-NS 

Enrollment 


No 





week i 


No 





Week 2 


No 





Week 3 


No 





Week f> 


No 



092 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 

21 -MAY-2001 

Yes 

1050.0 

On Site 



Week 6 


No 



093 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


Unknown 



094 

F-NS 

Enrollment 


No 





Week 1 

10-M AY-2001 

Yes 

520.0 

OITSiie 



Week 2 

I6-MAY-200I 

Yes 

660.1) 

Offsite 



Week 3 


No 





Week 6 

I3-JUN-2001 

Yes 

370.0 

orrsitc 

a Subject Classification: M-NS- 

=Ma!e, Non-Smoker; M-S-Male, Smoker; K-NS= 

= Female, Non-Smoker; F-S- 

Female, Smoker. 
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PM3006630290 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 16 of23) 


Subject 

Number 

Subject 

Classification’ 

Timepoint 

Dale 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 
On/OfF Site 

095 

F-NS 

Enrollment 


No 





Week I 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



096 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


Nr> 





Week 6 


No 



097 

F-NS 

Enrollment 


No 





Week 1 


NO 





Week 2 

20-MAY-200I 

Yes 

1000.0 

On Site 



Week 3 


No 





Week 6 


No 



098 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



099 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


NO 





Week 3 


No 





Week 6 


No 



100 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 




a Subject Classification: M-NS-Malc. Non-Smoker; M-S=Ma1e. Smoker; F-NS= Female, Nen-Smoker; F-S=Femalc, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 17 of 23) 


Subject Subject Sample Sample Weight Collected 

Number _ Classificatio n 3 _ Timepoint _ Date _ Collected? __ (mg) _ Qn/Qff Site 


101 

F-NS 

Enrollment 


NO 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

102 

K-NS 

Enrollment 


No 



Week t 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

103 

F-NS 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

104 

M-NS 

Enrollment 


No 



Week 1 

07-MAY-200] 

Yes 



Week 2 


No 



Week 3 


No 



Week 6 


•No 

105 

M-NS 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

106 

M-NS 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



week 3 


No 



Week 6 


No 


9999.0 


On Site 


a Subject Classification: M-NS-Male, Non-Smnker; M-S=Male, Smoker; F-NJS= Female. Non-Smoker; F-S-Female, Smoker. 
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PM3006630292 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing lb.5-34 

Spontaneous Sputum Collection by Subject 
(Page IS of 23) 


Subject 

Number 

Subject 

Classification* 

Timcpoint 

Date 

Sample 

Collected? 

Sample Weight 

(ms) 

Collected 

On/OITSile 

107 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Wcekfi 


No 



108 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


Nc 





Week 3 


No 





Week 6 


No 



]1V» 

M-NS 

Enrol linent 


No 





Week 1 

W-MAY-2U0I 

Yes 

280.(1 

On Site 



Week 2 


No 



, 


Week 3 


No 





Week 6 


No 



no 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


Unknown 





Week 3 


No 





Week 6 


No 



m 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 

14-M AY-2001 

Yes 

269.0 

On Site 



Week 3 


No 





Week 6 


No 



112 

M-NS 

Enrollment 

01-MAY-2001 

Yes 

310.0 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 




6 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS~ Female, Non-Smoker; F-S~Fcma1e, Smoker. 
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rsr w 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 19 of 23) 


Subject 

Number 

Subject 

Classifi cation' 1 

Trmepuint 

Date 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/orrSHe 

113 

M-NS 

Enrollment 

01-MAY-2001 

Yes 

810.0 

On Site 



Week 1 


No 





Week 2 


No 



] 14 

M-NS 

Enrollment 

OI-MAY-2001 

Yes 

1480.0 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



M5 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


NO 





Week 3 


Nu 





Week 6 


No 



116 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



117 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 

13-JUN-2001 

Yes 

2230.0 

orrsite 

118 

M-NS 

Enrollment 


No 

v 




Week 1 


No 





Week 2 

I5-MAY-2001 

Yes 

3900 

On Site 



Week 3 


No 





Week 6 

I2-JUN-200I 

Yes 

740.0 

On Site 

a Subject Classification: M-NS" 

"Male, Non-Smoker; M-S~Male, Smoker; 

F-NS= Female, Non-Smoker; F-S= 

-Female, Smoker 
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PM3006630294 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 20 of 23) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 
(me) 

Collected 

On/OffSite 

119 

M-NS 

Emullincnl 


Unknown 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



120 

M-NS 

Enrol Iment 

02-MAY-200I 

Yes 

910.0 

On Site 



Week 1 


No 





Week 2 

14 MAY 2001 

Yes 

370.0 

On Site 



Week 1 


No 





Week 6 


No 



121 

M-NS 

Enrollment 


No 





Week 1 


NO 





Week 2 

14-MAY-2001 

Yes 

450.0 

On Site 



Week 3 


No 





Week 6 


No 



122 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



123 

M-NS 

Enrollment 


No 





Week t 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



124 

M-NS 

Enrollment 


Nn 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



* Subject Classification: M-NS=Malc, 

Non-Smoker; M-S=Male, Smoker; F-NS ; 

- Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630295 


rsr w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-34 

Spontaneous Sputum Collection by Subject 
(Page 21 of 23) 


Subject 
Number_ 

Subject 

Classification 3 

Timcpoint 

Date 

Sample 

Collected'. 3 

Sample Weight 
(me) 

Collected 
On/Off Site 

125 

M-NS 

Enrollment 

02-M AY-2001 

Yes 

330.0 

On Site 



Week 1 


No 





Week 2 

16-M AY-2001 

Yes 

800.0 

OIT Site 



Week 3 


No 





Week 6 

18-JUN-2001 

Yes 

420.0 

Off Site 

126 

M-NS 

Enrollment 


NO 





Wick 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



127 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



128 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





. Week 3 


No 





Week 6 


• No 



129 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



130 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 




fl Subject Classification: M-NS=Ma!e. Non-Smoker; M-S=Male. Smoker; F-NS^ Female. Non-Smoker; F-S^-Female. Smoker 
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PM3006630296 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1G.5-34 

Spontaneous Sputum Collection by Subject 
(Page 2? of 23) 


Subject 

Number 

Subject 

Classification'’ 1 

Timepoint 

Date 

Sample 

Collected? 

Sample Weight 
(mg) 

Collected 

On/OfTSitc 

131 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 

14-MA.Y-2001 

Yes 

250.0 

On Site 



Week 3 

2I-MAY-2001 

Yes 

420.0 

On Site 



Week 6 


No 



132 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



133 

M-NS 

Enrollment 

03-MAY-200I 

Yes 

4200 

On Site 



Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



134 

M-NS 

Enrollment 

I0-MAY-2OO1 

Yes 

1100 . 0 . 

On Sile 



Week 1 


No 





Week. 2 


No 





Week 3 

30-MAY-2001 

Yes 

260.0 

Off Site 



Week 6 

18-J UN-2001 

Yes 

1320.0 

Off Site 

135 

M-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 



500 

F-NS 

Enrollment 


No 





Week 1 


No 





Week 2 


No 





Week 3 


No 





Week 6 


No 




a Subject Classification: M-NS-Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S=Female, Smoker 
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PM3006630297 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16-5-34 

Spontaneous Sputum Collection by Subject 
(Page 23 of 23) 


Subject Subject Sample Sample Weight Collected 

Number_ Classification"' _ Timepoint _ Date _ Collected? _ (mg) _ On/OffSite 


501 

F-NS 

Enrollment 


NO 



Week 1 


N-o 



Week 2 


No 



Week 3 


No 



Week 6 


No 

502 

F-S 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

503 

F-S 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

504 

F-S 

Enrollment 


No 



Week 1 


No 



Week 2 

I5-MAY-2001 

Yes 



Week 3 


No 



Week 6 


No 

505 

F-NS 

Enrollment 


No 



Week 1 


No 



Week 2 


No 



Week 3 


No 



Week 6 


No 

506 

F-S 

Enrollment 


No 



Week 1 


No 



Week 2 

17-MAY-2001 

Yes 



Week 3 


No 



Week 6 


No 


760.0 


Off Site 


Off Site 


1 Subject Classification: M-N.S=Ma)e, Non-Smoker; M-S-Male, Smoker; F-NS—Female, Non-Smoker; F-S^Female, Smoker. 
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PM3006630298 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing IG.5-35 
[ntcrcurccnt Illness by Subject 
(Page 1 of 8) 


Subject 

Number 

Subject 

Classification 9 

Illness 


Onset 

Date 

Time 

Rcsolved/C hanged 

Date Time 

Severity 

001 

r-s 

None 







002 

F-S 

URI 


20-M AY-2001 

12:00 

21-JUNN2001 

13:20 

Mild 

003 

F-S 

None 







004 

F-S 

UR! 


29-APK-20O1 

04:00 

17-MAY-2001 

12:00 

Mild 

005 

F-S 

None 







006 

F-S 

None 







007 

F-S 

None 







008 

F-S 

Allergies 


26-APR-2001 

12:00 

25“JL r N-2(K)l 

! 0:00 

Mild 



OS injury 


08-JUN-2001 

21:00 

25-JUN-2001 

16:00 

Mild 

009 

F-S 

None 







010 

F-S 

None 







Oil 

F-S 

Forearm swelling-left 


16-MAY-2001 

16:30 

24-MAY-2001 

08:30 

Mild 

012 

F-S 

URI 


25-APR-2001 

06:00 

09-MAY-2001 

05:00 

Mild 

013 

F-S 

Motor vehicle accident 


09-MAY-2C0I 

12:00 

02-JUL-2001 

09:45 

Mild 

014 

F-S 

Flare seasonal allergies 


06-J UN-2001 

15:00 

11-J UN-2001 

08:16 

Mild 



Indigestion 


15-M AY-2001 

Unknown 

15-MAY-2001 

Unknown 

Mild 

015 

F-S 

Tootliache/extractio n 


06-MAY-200I 

Unknown 

I0-MAY-2001 

15:00 

Mild 

016 

F-S 

Sinus pressure 


29-APR-2001 

20:00 

06-JLTN-200I 

07:00 

Mild 

017 

F-S 

None 







018 

F-S 

URI 


OI-JIjN-2001 

07:00 

12-11 rV-2001 

11:38 

M ild 


a Subject Gasification: M-NS=Male, Non-Smoker; M-S^Male. Smoker; F-NS= Female, Non-Smoker; F-S=Fcmafc. Smoker. 
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PM3006630299 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-35 
Intercurrent Illness by Subject 
(Page 2 of 8) 


Subject 

Number 

Subject 
Classified ion a 

Illness 

Onset 

Hate 

Time 

Re soft'ed/Changed 
f>atc lime 

.Severity 

019 

F-S 

None 






020 

F-S 

URl 

01-JUN-2001 

06:00 

03-JUL-200I 

06:15 

Mild 

021 

F-S 

Muscle aches 

10-MAY-2001 

(17:30 

11-MAY-2001 

09:00 

Mild 

022 

F-S 

Nasal congestion 

04-MAY-2001 

17:00 

11-MAY-2001 

21:00 

Mild 

023 

F-S 

URI 

20-MAY-2001 

14:00 

30-MAY-2001 

.04:00 

Mild 

024 

F-S 

None 






025 

F-S 

Wrist strain left 

24-A PR-2001 

08:00 

03-JUL-2001 

07:30 

Mild 

026 

F-S 

Sinus infection 

08 MAY-2001 

Unknown 

22-MAY-2001 

10:00 

Mild 

027 

F-S 

URl 

05-JUN-200I 

03:0(1 

M-JUL-MOf 

08:15 

MiM 

028 

F-S 

None 






029 

F-S 

None 






030 

F-S 

None 






031 

F-S 

None 






032 

F-S 

Shuuldcr/ann soreness 

09-M AY-2001 

15:00 

1 l-JL'N-200t 

06:00 

Mild 

033 

F-S 

Viral bronchitis 

24-M AY-2001 

Unknown 

18-JUN-200I 

07:52 

Moderate 

034 

F-S 

URl 

1 l-JUN-2001 

06:00 

09-JUl .-2001 

10:50 

Moderate 

035 

F-S 

Stiff neck 

09-J lJN-2001 

04:00 

13-J UN-2001 

08:11 

Mild 



Nasal congestion 

09-JUN-200! 

04:00 ' 

I3-JUN-2001 

08:11 

Mild 



Chest congestion 

09-JUN-2001 

04:00 

13-JUN-2001 

08:11 

Mild 

036 

M-S 

None 







1 Subject Classification: M-NS-Malc, Non-Smoltcr; M-S=Malc, Smoker; F-NS= Female, Non-Smoker, F-S=Female, Smoker. 
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PM3006630300 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-35 
Intcrcurrcm Illness by Subject 
(Page 3 of 8) 


Subject 

Subject 


Onset 


Resolvcd/Changcd 


Number 

Classification 3 

Illness 

Date 

lime 

Date Time 

Seventy 

037 

M-S 

Viral illness 

27-APR-200I 

16:00 

03-MAY-2001 09:00 

Mild 

038 

M-S 

None 





039 

M-S 

None 





040 

M-S 

None 





041 

M-S 

None 





042 

M-S 

Headache 

I6-MAY-200I 

08:00 

16-MAY-2001 00:30 

Mild 



Headache 

18-M AY-2001 

08:00 

I8-MAY-2001 09:30 

Mild 

043 

MS 

None 





044 

M-S 

None 





045 

M-S 

None 





046 

M-S 

None 





047 

M-S 

None 





048 

M-S 

None 





049 

M-S 

None 





050 

m:s 

None 





051 

M-S 

None 





052 

M-S 

HA 

24-M AY-2001 

07:45 

24-MAY-2001 10:00 

Mild 

053 

M-S 

None 





054 

M-S 

None 





055 

M-S 

None 





1 Subject Classification: M-NS 

=Male. Non-Smoker; M-S~Malc. Smoker; F-NS= Female. Non-Smoker; F-S=Female. Smoker. 
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PM3006630301 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-35 
Intercurrcnt Illness by Subject 
(Page 4 of 8) 


Subject 

Number 

Subject 

Classification" Illness 

Onset 

Date 

Time 

ResolvedOanged 

Date Time 

Severity 

056 

M-S 

URI 

17-MAY-200I 

17:00 

I0-JUL-20OI 

09:55 

Mild 

057 

M-S 

None 






058 

M-S 

None 






059 

M-S 

None 






060 

M-S 

None 






061 

M-S 

Chest congestion 

20-MAY-200I 

09:00 

27-MAY-200I 

09:00 

Mild 



Sinus congestion 

20-MAY-2001 

09:00 

27-MAY-2001 

09:00 

Mild 

062 

M-S 

None 






063 

M-S 

None 






065 

M-S 

None 






066 

M-S 

None 






067 

M-S 

None 






068 

M-S 

Abscessed tooth 

0I-MAY-200I 

Unknown 

07-M AY-2001 

Unknown 

Mild 

069 

M-S 

URI 

01-.TUN-2901 

14:00 

I9-JUL-2001 

- 09:05 

Mild 

071 

F-NS 

None 






072 

F-NS 

Cold sore to left nares 

01-J UN-2001 

07:00 

12-JUN-2001 

06:57 

Mild 



Conjunctivitis 

04-J UN-2901 

07:00 

07-JUN-2001 

16:00 

Mild 

073 

F-NS 

None 






074 

t-ns 

Sore throat 

11-J UN-2001 

09:00 

19-JUL-2001 

09:10 

Mild 

075 

F-NS 

None 






Subject Classification: M-NS=Male, Non-Smoker: M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Femak, Smoker. 
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PM3006630302 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 165-35 
inlcrcurrcnt Illness by Subject 
(Page 5 of 8) 


Subject 

Number 

Subject 

Classification 11 

Illness 

Onset 

Date 

Tittle 

Resolved/Changed 

Date Time 

Severity 

076 

F-NS 

None 






077 

F-NS 

None 






078 

F-NS 

None 






079 

F-NS 

None 






080 

f-ns 

Rash 

29-APR-2001 

07.30 

01 -MAY-2001 

11:09 

Mild 



Sore throat 

06-M AY-2001 

16:00 

I3-MAY-20O1 

22:00 

Mild 



Diarrhea 

02-M AY-2001 

20:00 

05-MAY-2001 

06:30 

Mild 



Stomach qucasincss 

02-MAV-2001 

20:00 

03-MAY-200I 

06:30 

Mild 

081 

F-NS 

None 






082 

F-NS 

None 






083 

F-NS 

Bruising to right elbow 

01-MAY-2001 

12:00 

01-JUN-200I 

09:00 

Mild 

084 

F-NS 

Viral URI 

08-JUN-200! 

12:00 

1 l-JUL-200] 

11:25 

Mild 

085 

F-NS 

None 






086 

F-NS 

Rhinorrhea 

07-MAY-2001 

09:00 

1R-M AY-2001 

22:00 

Mild 

087 

F-NS 

None 






088 

F-NS 

None 






089 

F-NS 

Root canal 

21-MAY-2001 

14:30 

30 MAY-2001 

14:30 

Mild 



URI 

29-MAY-2001 

09:00 

OI-JUN-2001 

08:00 

Mild 

090 

F-NS 

None 






091 

F-NS 

Chipped tooth 

22-MAY-2001 

09:00 

22-JUN-2001 

Unknown 

Mild 

092 

F-NS 

None 







a Subject Classification: M-NS=Malc. Non-Smoker; M-S-\1ale. Smoker; F-NS= Female. Non-Smoker; F-S-Female, Smoker. 
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PM3006630303 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-35 
Intercurrent Illness by Subjecl 
(Page 6 of 8) 


Subject 

Number 

Subject 

Classification 8 

Illness 

___Onset 

Date 

Time 

__Resolved/Changed_ 

Date Time 

Severity 

093 

r-NS 

None 






094 

F-NS 

Light headed 

10-MAY-200I 

07:20 

10-M AY-2001 

07:22 

Mild 



Sunburn 

09-JUN-2001 

14:00 

13-JUL-2001 

09:50 

Mild 

095 

F-NS 

None 






096 

F-NS 

None 






097 

F-NS 

None 






098 

F-NS 

None 






099 

F-NS 

None 






100 

F-NS 

None 






101 

F-NS 

Right antecubital bruising 

04-MAY-200! 

09:00 

I5-MAY-2001 

09:00 

Mild 



Left antecubital bruising 

I4-MAY-2D01 

07:00 

15-MAY-200I 

09:00 

Mild 

102 

F-NS 

None 






103 

F-NS 

None 






104 

M-NS 

Headache, fever 

08-JUN-200I 

22:00 

09-JUN-200I 

10:00 

Mild 

105 

M-NS 

Gastroenteritis 

I4-MAY-2001 

08:00 

15-M AY-2001 

14:45 

Mild 

100 

M-NS 

None 






107 

M-NS 

None 






108 

M-NS 

None 






109 

M-NS 

Laceration, scalp 

12-MAY-2001 

) S:(X> 

ll-JUN-20m 

Unknown 

Mild 

no 

M-NS 

None 







8 Subject Classification: M-N$=Male, Non-Smoker; M-S~Male, Smoker; F-NS*’ Female, Non-Smoker; F-S”Female, Smoker. 
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PM3006630304 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-35 
Intcrcurrenl Illness by Subject 
(Page 7 of 8) 


Subject 

Number 

Subject 

Classification 3 

Illness 

_Onset 

Date 

Time 

Resolved/Changed 

Date Time 

Severity 

lit 

M-NS 

None 






112 

M NS 

None 






113 

M-NS 

None 






114 

M-NS 

None 






115 

M-NS 

None 






116 

M-NS 

UR! 

07-JIJN-2001 

19:00 

08-JUN-2001 

08:00 

Mild 

Ji7 

M-NS 

None 






118 

M-NS 

None 






119 

M-NS 

None 






120 

M-NS 

None 






121 

M-NS 

None 






122 

M-NS 

Nasal congestion 

08-MAY 200! 

Unknown 

08-MAY-2001 

Unknown 

Mild 

123 

M-NS 

None 






124 

M-NS 

None 






125 

M-NS 

Dack pain 

12-M AY-2001 

22:00 

I3-MAY-2001 

08.30 

Mild 



Migranc 

1 l-JUN-2001 

06:00 

14-J UNI -2001 

15:00 

Mild 



Emesis 

1 l-JUN-2001 - 

16:00 

l l-JUN-2001 

1601 

Moderate 

126 

M-NS 

None 






127 

M-NS 

None 






128 

M-NS 

Headache 

08-M AY-2001 

05:45 

08-M AY-2001 

07:00 

Mild 


9 Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S=Fcmalc, Smoker. 
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PM3006630305 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.5-35 
IntercuTTcnt Illness by Subject 
(Page 8 of 8) 


Subject 

Number 

Subject 

Classification® 

Illness 

Onset 

Dale 

Time 

Resol ved'ChanKed 

Date Time 

Severity 

129 

M-NS 

None 






130 

M-NS 

None 






131 

M-NS 

Nasal congestion 

07-MAY-200I 

18:00 

12-MAY-2001 

07:00 

Mild 

132 

M-NS 

None 






133 

M-NS 

Body aches 

08-M AY-2001 

18:00 

09-MA Y-2001 

06:00 

Mild 



Nausea 

08-MAY-2OOI 

18:00 

09-MAY-2001 

06:00 

Mild 

134 

M-NS 

Broken finger 

21-APR-2001 

15:31) 

I7-JUT-200I 

15:05 

Mild 



Headache 

27-MAY-2001 

15:00 

27-MAY-2001 

15:30 

Mild 

135 

M-NS 

Chest congestion 

29-APR-2001 

07:01) 

12-JUN-2001 

13:54 

Mild 

500 

F-NS 

None 






501 

F-NS 

None 






502 

F-S 

None 






503 

F-S 

Nasal congestion 

17-MAY-200I 

11:00 

20-MAY-200I 

11:00 

Mild 



Sore throat 

17-M AY-2001 

11:00 

20-MAY-200I 

11:00 

Mild 

504 

F-S 

None 






505 

F-NS 

Left finger (ring) lace nit ion 

26-A PR-2001 

16:00 

28-JUN-2001 

13:50 

Mild 

506 

F-S 

Migraine 

05-JUN-2001 

06:00 

07-JI.JN-2001 

06:30 

Moderate 


Subject Classification: M-N$=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker, F-S^Female, Smoker. 
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PM3006630306 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 1(1,5-36 

Enrollment Physical Examination by Subject 
(Page l of47) 


Subject Subject Weight 

Numb er . Classification 8 _(]bj_ System _ Finding 


001 


002 


003 


F-S 294.0 General Appearance No 

Skin No 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 

F-S 159.0 General Appearance No 

Skin No 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascu I ar No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 

F-S 19X.0 General Appearance No 

Skin No 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


Subject Classification: M-NS=Male.. Non-Smoker; M-S~Male : Smoker; F-NS^ Female, Non-Smoker; F-S=Fcmalc, Smoker. 
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PM3006630307 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



006 




139.0 


3 Subject Classification: M-NS^Male, Non-Smoker: M-S=Male. 


Draft 1: 24 July 2002 


Source: 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 2 of 47) 


System _Finding_ 

General Appearance No 

Skin No 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen Nu 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


General Appearance No 

Skin No 

HF.ENT No 

Muulh No 

Neck No 

Thorax/Lungs * No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


General Appearance No 

Skin No 

IIEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


■; F-NS” Female, Non-Smoker: F-S=Fcma!e, Smoker. 
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PM3006630308 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

enrollment Physical Examination by Subject 
(Page % of47) 

Subject 

Subject 

Weight 



Number 

Classification 8 

(lb) 

System 

Finding 

007 

F-S 

160.2 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

00IS 

F-S 

222.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Month 

No 




Neck 

No 




Thorax/Limgs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

009 

F-S 

162.5 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 


8 Subject Classification: M-N$=Mate, Non-Smoker; M-S=Male, Smoker, FrNS= Female, Non-Smoker; F-S^ Female. Smoker. 
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PM3006630309 



Source: 


listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 4 of 47) 


System 

Finding 

General Appearance 

No 

Skin 

No 

HE ENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Month 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


•; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630310 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 5 of 47} 


Subject 

Classification* 


013 


F-S 


178.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thoiax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Olher 


No 

No 

No 

No 

No 

Grade 1/6 systolic murmur 

No 

No 

No 

No 

No 

No 


014 F-S 146.5 General Appearance No 

Skin No 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No- 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


015 F-S 175.0 General Appearance No 

Skin No 

HEENT No 

Mouth ■ No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

l ymph Nodes No 

Other No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male. Smoker; F-XS- Female. Non-Smoker; F-S^Female, Smoker. 


Draft 1: 24 July 2002 
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PM3006630311 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 6 of 47) 


Subject 

Number 


Subject 

Classification” 


Weight 

Oh) 


System 


Finding 


016 


F-S 


017 


F-S 


131.0 


01 s 


F-S 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

Eryth 
on let 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

Faint 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


Subject Classification: M-NS-Male, Non-Smoker; M-S=Ma1c, Smoker; F-NS= Female, Non-Smoker, F-S-Fcmalc, Smoker. 
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PM3006630312 


RSR w 
Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Subject Subject Weight 

Number _Classifi cation" _ (lb) 

019 F-S 238.0 


020 


F-S 


111.6 


021 


F-S 


118.0 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 7 of 47) 


System 


Finding 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdui ne» 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


a Subject Classification: M-NS-Male, Non-Smoker; M-S-'Male. Smoker; F-NS- Female, Non-Smoker; F-S=Fcmale. Smoker. 
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PM3006630313 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing i 6.5-36 

Enrollmeiii PUysiciil Examination by Subject 
(Page 8 of 47) 


Subject Subject Weight 

Number _ Classification* _(It)_ System ___ Finding 


022 


023 


024 


F-S 


F-S 


F-S 


General Appearance 

Moderate exogenous obesity 

Skin 

No 

HEENT 

No 

Month 

No 

Neck 

No 

Thorax/I, ungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

Small shntty non-tender anterior cervical lymph nodes palpable bilaterally 

Other 

No 

General Appearance 

Exogenous obesity 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


* Subject Classification: M-NS=Male. Non-Smoker; M-S-Male. Smoker; F-NS= Female. Non-Smoker; F-S=Fetnale, Smoker. 
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PM3006630314 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 9 of 47) 


Subject Subject 

Number Classification 3 

Weight 

(lb) 

System 

Finding 

025 F-S 

203.0 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

Missing most of left foot - wearing prosthesis which extends above knee 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

026 F-S 

1R3.2 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

■ No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

027 F-S 

113.2 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

Subject Classification: M-NS=Male. Non-Smoker: M-S= 

=Male. Smoker; 

F-NS- Female, Non-Smoker; 

F-S-Female, Smoker. 
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PM3006630315 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 10 of 47) 


Subject Subject 

Number Classification* 

Weight 

(lb) 

System 

Finding 

028 F-S 

120.0 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

029 l-S 

144.0 

General Appearance 

No 



Skin 

No 



HEENT 

Tympanic membrane obscurred by cerumen 



Mouth 

No’ 



Neck 

Diffuse mildly enlarged thyroid gland, non-nodular, (no bmiO 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

NO 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Olhcr 

No 

030 F-S 

198.0 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



lymph Nodes 

No 



Ollier 

No 

* Subject Classification: M-NS=Male, Non-Smoker; M-S= 

=Male, Smoker; F-NS^ Female, Non-Smoker F-S - 

■Female, Smoker. 
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PM3006630316 



Source: 



Listing ] 6.5-36 

Enrollment Physical Examination by Subject 
(Page 11 of 47) 


System 

Finding 

General Appearance 

NO 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

Foreshortened forearms - congenital 

Neurological 

No 

Lymph Nodes 

NO 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

IIEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

I ymph Nodes 

No 

Other 

No 


; F-NS= Female, Non-Smoker; F-S=Femalc, Smoker. 
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PM3006630317 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 12 of 47) 


Subject 

Subject 

Weight 



Number 

Classification 3 

_Qb}_ 

System 

Finding 


034 


F-S 


035 


F-S 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


036 


175.6 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

lymph Nodes 

Ollier 


No 

Actinic keratosis right eyebrow 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630318 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 1 3 rtf 47) 


Subject 

Numbe r 

037 


Subject 

Clas sification* 

M-S 


Weight 

J5L 

172,0 


System 


General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Tl\orax/l Atngs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


Finding 


No 

No 

No 

Red throat 
No 

Wheezes left upper and lower lung fields posteriorly 

No 

No 

No 

No 

No 

No 


038 


M-S 


212.2 


General Appearance 

Skin 

EIEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

Teeth with poor repair 

No 

No 

No 

No 

No 

No 

No 

No 


039 


M-S 


186.0 General Appearance 

Skin 
HBENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


NO 

No 

No 

Dentures - upper and lower 

No 

No 

No 

No 

No 

No 

No 

No 


■’ Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630319 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

enrollment Physical Examination by Subject 
(Page 14 of 47) 


Subject Subject Weight 

Number _ Classification 3 _ (lb) 

040 M-S 168.5 


041 M-S 155.0 


042 M-S 304.0 


\ 


a Subject Classification: M-NS - Male, Non-Smoker; M-S=Male. Smoker; 


System _ Finding 


General Appearance 

No 

Skin 

No 

HEENT 

Contacts 

Mouth 

Status post wisdom teeth removal 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

Glasses 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


7 -NS~ Female, Non-Smoker, F-S-Female, Smoker 
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PM3006630320 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 15 of 47) 


Subject 

Subject 

Weight 


Number 

Classification" 

(lb) 

System 

043 

M-S 

148.0 

General Appearance 


Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

044 M-S 186.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

045 M-S 132.5 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


Finding _ 

No 

No 

No 

No 

No 

No 

No 

Nu 

No 

No 

No 

No 

NO 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Small shotty nontender anterior cervical lymph nodes palpable hilatcrally - NTS 
No 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630321 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 16 of 47) 


Subject 

Number 


Subject 

Classification 3 


Weight 

(lb) 


System 


Finding 


046 


M-S 


168.0 


1)47 


M-S 


163.4 


048 


M-S 


190.2 


General Appearance 

No 

Skin 

Nu 

HEENT 

Right 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

Systol 

Abdomen 

No 

Musculoskeletal 

Mild i 

Neurological 

No 

l.ymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

1 .ymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

NO 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


“ Subject Classification: M-NS"Male, Non-Smoker; M-S=Malc, Smoker; F-NS- Female, Non-Smoker; F-S=Female, Smoker, 
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PM3006630322 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 17 of 47) 


Subject Subject Weight 

Number _ Classificat ion"_(]b}_ System _ Finding 


049 M-S 181.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

050 M-S 134.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

051 M-S 164.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

No 

No 

No 

Grade 11/VI systolic murmur 

No 

No 

No 

No 

No 

No 

No 

No 

All upper teeth absent (extracted) and multiple lower teeth extracted 

No 

No 

No 

No 

No 

No 

Small shotty right and left nontender anterior cervical lymph nodes palpable bilaterally 
No 

No 

Acne lesions-getieralized to upper trunk 

No 

No 

No 

No 

No 

NO 

No 

No 

No 

No 


3 Subject Classification: M-NS^Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker: F-S-Female, Smoker. 
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PM3006630323 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16,5*36 

Enrollment Physical Examination by Subject 
(Page 18 of 47) 


Subject 

Number 

Subject 

Classification* 

Weight 

(lb) 

System 

Finding 

052 

M-S 

190.8 

General Appearance 

No 




Skin 

No 




HEENT 

Left tympanic membrane obscured by cerumen 




Mouth 

NO 




Neck 

No 




Thorax/Lvmgs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

Mild pectus excavatum 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

053 

M-S 

169.0 

General Appearance 

NO 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

054 

M-S 

208.5 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 


/ 


Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 


Subject Classification: M-NS=Male, Noti-Smoker; M'S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630324 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 19 of 47) 


Subject Subject Weight 

Number _ Classification* _{lb}_ System _ Finding 


055 


M-S 


214.0 


056 


M-S 


138.0 


057 


M-S 


257.2 


General Appearance 

Mild - moderate obesity 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

Left ankle mildly swollen; walks with limp 

Neurological 

Mild bilateral intention tremor 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

Poor dentition with multiple lower and upper 

Neck 

No 

Thorax/Limgs 

No 

Cardiovascular 

Short soft grade 2/6 systolic ejection murmur 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

Small, shotty, non tender anterior cervical lyn 

Other 

No 

General Appearance 

Exogenous obesity 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006630325 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 20 of 47) 


Subject 

Subject 

Weight 


Number 

Classification 3 

CiW 

System 

058 

M-S 

197.2 

General Appearance 


Skin 

HEFNT 

Mouth 

Neck 

Thorax/Umgs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

059 M-S 127.8 General Appearance 

Skin 

HEENT 

Mnuth 

Neck 

Thorax/Lutigs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

060 M-S 224.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Small, nor tender anterior cervical lymph nodes palpable bilaterally 
No 

Mild - moderate ohesity 

No 

No 

No 

No 

No 

No 

No 

No 

Bilateral mild intention tremor both hands on finger - finger and finger - to - nose testing 

NO 

No 


* Subject Classification: M-NS~Male, Non-Smoker; M-S=Malc, Smoker; K-NS- female, Non-Smoker; F-S^Femalc. Smoker. 
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PM3006630326 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 21 of 47) 


Subject Subject Weight 

Number _ Classification 3 _(lb]_ System _ Finding 


061 


062 


063 


M-S 


M'S 


M-S 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lwngs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


" Subject Classification: M-NS-Male. Non-Smoker; M-S=Malc. Smoker; F-N5S- Female. Non-Smoker: F-S=Female. Smoker. 
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PM3006630327 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject Subject 

Numbe r_ Classificati on 8 


065 


M-S 


066 


M-S 


067 


M-S 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 22 of 47) 


Weight 

(lb) _ System _ Finding 


175.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/I. ungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

161,2 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

184.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


NO 

No 

No 

No 

No 

No 

No 

NO 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Right eye limited lange of moduli 

No 

No 

No 

No 

N’O 

No 

No 

No 

No 


a Subject Classification: M-NS=Male. Non-Smoker; M-S=Malc. Smoker; F-NS= Female. Non-Smoker: F-$~ Female. Smoker. 
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PM3006630328 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-36 

enrollment Physical Examination by Subject 
(Page 23 of 47) 


Subject Subject Weight 

Number _ Classification 3 _ (lb) _ System ___ Finding 


068 


069 


071 


M-S 


M-S 


F-NS 


General Appearance 

NO 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Ahdntncn 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


a Subject Classification: M-NS=Male f Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S=Femalc» Smoker. 
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PM3006630329 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 24 of 47) 


Subject 

Number 

Subject 

Classification 4 

Weight 

(lb) 

System 

Finding 

072 

F-NS 

149.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/I tings 

No 




Cardiovascular 

NO 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

073 

F-NS 

165.0 

General Appearance 

NO 




Skin 

No 




HEENT 

No 




Mouth 

Missing wisdom teeth 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

074 T 

F-NS 

160.0 

General Appearance 

No 




Skin 

NO 




HEENT 

No 




Mouth 

Wisdom teeth gone 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

NO 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

Subject Classification: M-NS 

^Male, Non-Smoker; M-S" 

-Male, Smoker; F-NS* Female. Non-Smoker: F-S 

Female, Smoker. 
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PM3006630330 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 25 of 47) 


Subject 

Subject 

Weight 



Number 

Classification’ 

Hb) 

System 

Finding 

075 

F-NS 

214.4 

General Appearance 

No 


Skin 

HEENT 


Mo 

No 


Mouth 

Neck 

Thorax/Lungs 
Cardiovascular 
Abdomen 


No 

No 

No 

No 

No 


Musculoskeletal 
Neurological 
Lymph Nodes 
Other 


No 

No 

No 

No 


076 


F-NS 


F-NS 


158.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

151.8 General Appearance 

Skin 

HEENT. 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

Wisdom teeth and tonsils removed 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Tonsils and adenoids removed 

No 

No 

No 

No 

No 

No 

No 

No 

No 


" Subject Classification: M-NS=Male. Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630331 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



079 


F-NS 


138.0 


080 


F-NS 


221.0 


* Subject Classification: M-NS=Male, Non-Smoker; M-S~Male. 
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Source: 


Listing 1 <5.5-36 

Enrollment Physical Examination by Subject 
(Page 76 of 47) 


System _ Findin g 

General Appearance No 

Skin No 

HRENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen Nu 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 

General Appearance No 

Skin Nu 

HEENT No 

Mouth No 

Neck No 

Thorax/Lungs No 

Cardiovascular No 

Abdomen No 

Musculoskeletal No 

Neurological No 

Lymph Nodes No 

Other No 


General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax i\ .tings 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 



r; F-NS- Female. Non-Smoker; F-S=Female. Smoker, 
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PM3006630332 


rsr ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination hy Subject 
(Page 27 of 47) 

Subject 

Subject 

Weight 



Number 

Classification” 

(Ibj_ 

System 

Finding 

081 

F-NS 

136.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

082 

F-NS 

144.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Month 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

083 

F-NS 

131.0 

General Appearance 

No 




Skin 

No 




HEF.NT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 


* Subject Classification: M-NS“Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S=rernale, Smoker. 
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PM3006630333 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 28 of 47) 


Subject Subject Weight 

Number _ Classification 3 _(lb)_ System _ Finding 


084 


085 


086 


F-NS 


F-NS 


F-NS 


171.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

128.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 
Abdomen 
Musculoskeletal 
Neurological 
Lymph Nodes 
’ Other 

185.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/L Lings 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

I ymph Nodes 

Other 


No 

No 

Exudates (dmsen) both retinas 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; FVNS= Female. Non-Smoker, F-S=Female, Smoker. 
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PM3006630334 


RSR 





Protocol No. PM-8450 


Covance CRU Study No. 12226-8450 


listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 29 of 47) 


Subject 

Number 


Subject 

Classification 8 


Weight 

(lb) 


System 


Finding 


087 


F-NS 


174.0 


088 


F-NS 


182.0 


089 


F-NS 


154.0 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax /Lungs 

No 

Cardiovascular 

Faint 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

TIioraxyLungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS* Female. Non-Smoker; F-S=Feniale. Smoker. 
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PM3006630335 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollmenl Physical Examination by Subject 
(Page 30 of 47) 


Subject 

Number 


Subject 
Class itlcatinn" 


Weight 


System 


Finding 


090 


F-NS 


186.0 


091 


150.0 


092 


F-NS 


191 0 


General Appearance 

No 

Skin 

No 

HEFNT 

Nn 

Mouth 

No 

Neck 

No 

i horax/Lungs 

No 

Cardiovascular 

Cira 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

M l)U ill 

No 

Neck 

No 

Thorax/Lungs 

NO 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

Osi< 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

Mo< 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


Subject Classification; M-NS=Maie, Non-Smoker; .M-S=Male, Smoker; F-NS- Female. Non-Smoker; F-S=Kcmalc. Smoker. 
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PM3006630336 


Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 31 of 47) 


Subject 

Number 

Subject 

Classification 3 

Weight 

(ID) 

System 

Fi mlinu 

993 

F-NS 

138.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

094 

F-NS 

116.0 

General Appearance 

NO 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




ThoraxyLungs 

No 




Cardiovascular 

Grade 1/6 systolic ejection murmur 




Abdomen 

No 




Musculoskeletal 

Mild pectus excavatum 




Neurological 

No 




Lymph Nodes 

No 




Oilier 

No 

095 

F-NS 

175.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph NckIcs 

No 




Other 

NO 


4 Subject Classification: M-NS-Male, Non-Smoker; M-S-Maie, Smoker; F-NS= Female. Non-Smoker; F-S-^ Female. Smoker. 
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PM3006630337 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 32 of 47) 


Subject Subject Weight 

Number _ Classification _ (lb) _ System _ Finding 


096 


097 


098 


F-NS 149.6 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

I.ymph Nodes 

Other 

F-NS 175,0 General Appearance 

Skin 

HEENT 

Moulh 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

F-NS 138.2 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

NO 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Faint short grade 1/6 systolic ejection murmur at cardiac apex - NCS 

No 

No 

No 

No 

No 


Subject Classification: M-NS=Ma!e > Non-Smoker: M-S-Male, Smoker; F-NS- Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630338 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 33 of 47) 

Subject Subject Weight 

Number _ Classification* _(lb)_ System __Finding____ 


099 F-NS 128.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

100 F-NS 121.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

101 F-NS 158.0 General Appearance 

Skin 

HEENT 

Month 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

Small amount of punctate white exudate on left tonsil 

No 

No 

No 

No 

No 

No 

No 

Small shorty non tender anterior cervical lymph nodes palpable bilaterally 
No 

No 

No 

No 

'No 

No 

No 

No 

No 

No 

No 

No 

No 

NO 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 


* Subject Classification: M-NS=Ma!e, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Feimlc. Smoker. 
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PM3006630339 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing ] 6.5-36 

Enrollment Physical Examination by Subject 
{Page 34 of 47) 


Subject Subject Weight 

Number _ Classification 9 _Qb)_ System _ Finding 


102 


F-NS 


103 


F-NS 


104 


M-NS 


General Appearance 

Moderate obesity 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

M'isciilohkeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

Exogenous obesity - moderate 

Skin 

Mild facial acne 

1IEENT 

No 

Mouth 

•No 

Neck 

No 

Thorax/I, tings 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


* Subject Classification: M-NS=Mafe. Non-Smoker: M-S^Malc. Smoker: l-NS= Female. Non-Smoker: F-S-Female. Smoker. 
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PM3006630340 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page $5 of 47) 


Subject 

Number 


105 


106 


107 


Subject 

Classification 11 

Weight 

(lb) 

System 

Finding 

M-NS 

180.0 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

M-NS 

160.0 

Genera! Appearance 

No 



Skin 

No 



HE ENT 

No 



Mouth 

Wisdom teeth removed 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 

M-NS 

210.0 

General Appearance 

No 



Skin 

No 



HEENT 

No 



Mouth 

No 



Neck 

No 



Thorax/Lungs 

No 



Cardiovascular 

No 



Abdomen 

No 



Musculoskeletal 

No 



Neurological 

No 



Lymph Nodes 

No 



Other 

No 


E Subject Classification: M-NS=Nfale, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S~Female. Smoker. 
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PM3006630341 


rsr ® 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject Subject 

Number _ Classifica tion 8 


108 M-NS 


ioy 


M-NS 


no 


M-NS 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 36 of 47) 


Weight 

(lb) _ System _ Finding 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/I.ungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

•No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

Glasses 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

Ny 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S-Male. Smoker; f*NS^ Female, Non-Smoker; F-S=Female. Smoker. 
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PM3006630342 



Protocol No. PM-8450 



Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 37 of 47) 


Subject 

Number 

Subject 

Classification 3 

Weight 

(lb) 

Svstem 

finding 

! 1) 

M-NS 

206.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

Grade 1/6 systolic ejection murmur 




Abdomen 

No 




Mtisculoskclctnl 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

M2 

M-NS 

181.1 

General Appearance 

NO 




Skin 

No 




II CENT 

No 




Mouth 

No 




Neck 

No 




Thorax,'Lungs 

No 




Cardiovascular 

No 




Abdomen 

Right inguinal hernia 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

113 

M-NS 

192.4 

General Appearance 

No 




Skin 

No 




HF. ENT 

No 




Mnulh 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 


a Subject Classification: M-NS-Malc, Non-Smoker; M-S=Male, Smoker; F-NS- Female, Non-Smoker; F-S^Female, Smoker. 
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PM3006630343 



Source: 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 38 of 47) 


System 

Finding 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


•; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
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PM3006630344 


RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Subject Subject 

Number_Classification" 


117 M-NS 


IIS 


M-NS 


119 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 39 of 47) 


weight 

(lb) _Sys tem 


144.S General Appearance 

Skin 
11EENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

192.0 General Appearance 

Skin 
HF.F.NT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

270.0 General Appearance 

Skin 
HEENT 
Mouth 
Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


Finding _ 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

NO 

No 

Lumbar discs removed L3, L4 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Decreased deep tendon reflex right knee 

No 

No 


J Subject Classification: M-NS-Male, Non-Smoker; M-S~Male, Smoker; F-NS” Female, Non-Smoker; F-S=Female, Smoker, 
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PM3006630345 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject Subject 

" Number _ Classification 8 


120 M'NS 


121 


M-NS 


122 


M-NS 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 40 of 47) 


Weight 

m 


System 

Findtr 

General Appearance 

NO 

Skin 

No 

HEENT 

Both t 

Mouth 

No 

Neck 

No 

Thorax/I .ungs 

No 

Cardiovascular 

Faint s 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

I.vmph Nodes 

No 

Other 

No , 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Month 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskdeial 

No 

Neurological 

No 

Lymph Nodes 

Small 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskdeial 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


166.0 


155.0 


140,6 


a Subject Classification: M-NS=Malc, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630346 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 41 of 47) 


Subject Subject Weight 

Number _ Classification* _(Jb)_ System ___ Finding 


(23 


124 


125 


M'NS 


M-NS 


M-NS 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

NO 

IIEENT 

No 

Mouth 

• No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

IIEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

l ymph Nodes 

No 

Other 

No 


a Subject Classification: M-NS^Male, Non-Smoker; M-S^Male, Smoker; F-NS - Female, Non-Smoker F-S-Female, Smoker. 
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PM3006630347 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 42 of 47) 


Subject 

Number 

Subject 

Classification 3 

Weight 

Oh) 

System 

Finding 

126 

M-NS 

208.0 

General Appearance 

No 




Skin 

No 




HE ENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

Pectus excoriation, not clinically significant 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

127 

M-NS 

ny a 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

128 

M-NS 

206.2 

General Appearance 

No 




Skin 

Glasses 




HEENT 

Ear wqx 




Month 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 


* Subject Classification: M-NS-Male, Non-Smoker; M-S^Male. Smoker; F-NS- Female, Non-Smoker; F-S-Fetnalc, Smoker. 
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PM3006630348 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 43 of 47) 


Subject Subject Weight 

Number _ Classification' _Ob]_ System _ Finding 


129 


M-NS 


130 


M-NS 


131 


M-NS 


177.0 


169.4 


166.0 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/f .ungs 

No 

Cardiovascular 

Very shon soft grade l ■ 

Abdomen 

No 

Musculoskeletal 

Mild pectus cxcoraium 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

NO 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

NO 

Musculoskeletal 

No 

Neurological 

No 

l ymph Nodes 

No 

Other 

No 


0 Subject Classification: M-NS=Male, Non-Smoker: M-S=Male. Smoker; F-NS= Female. Non-Smoker; K-S=Female. Smoker. 
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PM3006630349 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Exam illation by Subject 
(Page 44 of 47) 


Subject 

Number 

Subject 

Classification 3 

Weight 

(lb)_ 

System 

Finding 

132 

M-NS 

170.0 

General Appearance 

No 




Skin 

No 




HRFNT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

Soft physiologic S3 at cardiac apex (no murmur) 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

No 

133 

M-NS 

131.0 

General Appearance 

No 




Skin 

No 




HEENT 

No 




Mouth 

No 




Neck 

No 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

No 




Other 

NO 

134 

M-NS 

138.0 

General Appearance 

No 




Skin 

No 




II CENT 

Ptosis of left eye (congenital) 




Mouth 

No 




Neck 

NO 




Thorax/Lungs 

No 




Cardiovascular 

No 




Abdomen 

No 




Musculoskeletal 

No 




Neurological 

No 




Lymph Nodes 

Palpable lymph node to anterior cervical area 




Other 

No 


" a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F : NS= Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630350 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 45 of 47) 


Subject 

Subject 

Weight 



Number 

Classification 3 

_01?}_ 

System 

Finding 


135 M-NS 139.4 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lnngs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

500 1 ; -NS 234.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/I .ungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 

501 F-NS 158.0 General Appearance 

Skin 

HEENT 

Mouth 

Neck 

Thorax/Lungs 

Cardiovascular 

Abdomen 

Musculoskeletal 

Neurological 

Lymph Nodes 

Other 


No 

No 

No 

No 

No 

No 

No 

Hernia repair right Inguinal 

No 

No 

No 

No 

No 

No 

Glasses 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

No 

Systolic ejection murmur II of VI consistent with mitral valve prolapse and click 

No 

No 

No 

No 

No 


8 Subject Classification: M-NS=Male, Non-Smoker, M-$=Male. Smoker; F-NS~ Female. Non-Smoker: I ; -S=l'einate. Smoker. 
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PM3006630351 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 46 of 47) 


Subject 

Subject 

Weight 

Number 

Classification* 

Ob) 

502 

F-S 

154.8 


503 F-S 143.0 


504 F-S 120.5 


System _ Finding 


General Appearance 

Mild obesity 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

1 .ymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

1 .ymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

HEENT 

Teeth in pout icpaii 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


a Subject Classification: M-NS~Male, Non-Smoker; M-S=Male, Smoker; F-NS-^ Female. Non-Smoker; F-S-Female. Smoker. 
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PM3006630352 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-36 

Enrollment Physical Examination by Subject 
(Page 47 of 47) 


Subject Subject Weight 

Number _ Classifica t ion 6 _ (lb) _ System __ Finding 


505 


506 


F-NS 


F-S 


130.0 


155.0 


General Appearance 

No 

Skin 

No 

HEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

4 su 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 

General Appearance 

No 

Skin 

No 

1IEENT 

No 

Mouth 

No 

Neck 

No 

Thorax/Lungs 

No 

Cardiovascular 

No 

Abdomen 

No 

Musculoskeletal 

No 

Neurological 

No 

Lymph Nodes 

No 

Other 

No 


“ Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S’-Female, Smoker. 
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PM3006630353 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing I <3.5-37 
Medical History by Subject 
(Page 1 of 65) 

Subject Subject Date of 


Number Classification* System 

Onset 

Status* 

Diagnosis and/or Procedure 

001 F-S Skin 

1986 

c 

Acnc breakouts 

BENT 

1988 

c 

Astigmatism 


1986 

c 

Myopia 

Breasts 



No 

Respiratoty 



No 

Cardiovascular 



No 

t .ymphatic/Hematotogic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

002 F-S Skin 



No 

EENT 

1978 

R 

Wisdom teeth extraction 


1979 

R 

Tonsillectomy 

Breasts 



No 

Respiratory’ 



No 

Cardiovascular 

1991 

C 

Hypertension 

Lymphat ic/He matolc gic 



No 

Gastrointestinal 



No 

Genitourinary 

1996 

R 

Kidney stones 


Unknown 

R 

UTFs 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

003 F-S Skin 

1993 

C 

Acne 

EENT 



No 

Breasts 



No 


9 Subject Classification: M-NS-Male, Non-Smoker; M-S=Malc. Smoker; F-NS= Female. Non-Smoker; F-S=Fcmale, Smoker. 
h R=Rcsolved, C=Cominuing. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 2 of 65) 


Subject 

Number 

Subject 

Classification 3 

System 

Date of 

Onset 

Status" 

Diagnosis and/or Procedure 

003 

F-S 

Respiratory 



No 



Cardiovascular 



No 



T ymphatic/Kemalologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1999 

R 

Sprained ankle 



Endocrine 



NO 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

004 

F-S 

Skin 

1996 

c 

Dermatitis 



CENT 

1978 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphalic/Hemaiologic 



No 



Gastrointestinal 



No 



Genitourinary 

JAN-1992 

R 

Emloiiiewosis 




1998 

C 

Postmenopausal 



Musculoskeletal 



No 



Endocrine 

1992 

R 

Gestational diabetes 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1980 

c 

Allergic to nickel and rabbit 



Ollier 



NA 

005 

F-S 

Skin 



No 



KENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmato logic 



No 



Gastrointestinal 



No 



Genitourinary 

NOV-2000 

R 

UTI 


' Subject Classification: M-NS=Malc, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
h R^Resolved, OContinuing. 
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Covance CRU Study No. 12226-8450 


Subject 

Subject 


Date of 

Number 

Classification 3 

System 

Onset 

005 

F-S 

Genitourinary 

Musculoskeletal 

Unknown 



Endocrine 

Neurological 

Immunological 

Psychological 

Allergic 

Other 


006 

F-S 

Skin 

EENT 

1962 




1997 




j972 



Breasts 

1986 



Respiratory 

1998 




1997 



Cardiovascular 

1987 



Lymphatic/Hematologic 
Gastrointestinal 

1995 



Genitourinary 

1983 



Musculoskeletal 

Endocrine 

1962 



Neurological 

Immunological 

1973 



Psychological 

Allergic 

Other 

1972 

007 

F-S 

Skin 

1997 



EENT 

1992 



Breasts 

1987 



Respiratory 

Cardiovascular 




Lymphatic/Hematoiogic 

Gastrointestinal 

Genitourinary 

Musculoskeletal 

1990 



Endocrine 

1990 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Malc. Smoker; F-NS= 
h R^Kcsolvcd, C=Cominuing. 


Draft 1:24 July 2002 


Source: https:, 


Listing 16.5-37 
Medical History by Subject 
(Page 3 of 65) 


Stalus h Diagnosis and/or Procedure ___ 

R Pregnancy with deliver)' x 3,3 full term pregnancies 

No 
No 
No 
No 
No 
No 
NA 

No 

C Myopia 

C Presbyopia 

K 4 wisdom teeth extracted 

C Fibrocystic breasts 

C SOB on exertion 

R Bronchitis x 2 

C Varicosities right leg 

No 

R Stomach pain 

R UTI 

R F.dcma/pain right knee 

No 

C Hand tremors with coffee intake 

No 

C Depression 

No 
NA 


R Plastic surgery-Abdomen 

C Myopia 

R Bilateral breast reduction 

No 
No 
NO 
No 

R Radical hysterectomy 

No 

C Postmenopausal 

Non-Smoker: F-S-Female. Smoker. 
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Lisiing 16.5-37 
Medical History by Subject 
(Page 4 of 65) 


Subject 

Number 

Subject 

Classification” System 

Dare of 

Onset 

Status" 

Diagnosis and/or Procedure 

007 

F-S 

Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

008 

F-S 

Skin 



No 



CENT 



No 



Breasts 



No 



Respiratory 

I960 

R 

Pneumonia x 4 



Cardiovascular 



No 



Lymph at i c/Hematolog ic 



NO 



Gastrointestinal 



No 



Genitourinary 

FEB-2001 

R 

Pelvic infection 




1992 

R 

Tubal ligation 




1985 

R 

Abnormal pap smcars-ctyo surgery 




28-APR-2001 

c 

Spotting from Dcpo-provcra 



Musculoskeletal 

2000 

R 

Carpal tunnel surgery 



Endocrine 



No 



Neurological 

1991 

R 

Viral encephalnis 




1991 

C 

Migraines 



Immunological 



No 



Psychological 



No 



Allergic 

1988 

c 

Sulfa allergy 




1968 

c 

Rash from Ivory soap 




1990 

c 

Intolerance to erythromycin 




(988 

c 

PCN allergy 



Other 



NA 

009 

F-S 

Skin 



No 



EENT 

1948 

c 

Myopia 




1980 

c 

Presbyopia 



Breasts 



No 



Respiratory 



NO 



Cardiovascular 



No 



Lymphatie/Uemato logic 



No 



Gastrointestinal 



No 



Genilourinary 

1967 

R 

Kidney stone 


B Subject Class til cat ion: M-NS=Male, Non-Smoker; M-S^Ma!e, Smoker; F-NS- Female, Non-Smoker F-S-Fema!e, Smoker. 
b R=Resolved, C-Cunlinuiiig. 
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Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 5 of 65) 

Subject Subject Date of 

Number Classification 8 System _ Onset _ Status 1 ^ Diagnos is and/o r Procedure _ 


009 F-S Genitourinary 1975 

Musculoskeletal 1987 

1989 
1997 
2000 

Endocrine 

Neurological 

Immunological 

Psychological 

Allergic 

Olher 


R Tubal ligation 

R Fx right wrist 

R Fx right ankle 

R Fx lefl ankle 

R Fx 5ih digit rigid hand 

No 
No 
No 
No 
No 
NA 


010 F-S Skin 1990 

EENT 
Breasts 
Respiratory 
Cardiovascular 
I.yniphatic/Hematologic 
Gastrointestinal 
Genitourinary 

Musculoskeletal 1988 

Endocrine 

Neurological 

Immunological 

Psychological 

Allergic 

Other 


R Cyst on upper lip removed 

No 
No 
No 
No 
No 
No 
No 

R Fracture of col laibone 

No 
No 
No 
No 
No 
NA 


Oil 


F-S Skin 

EENT 


Breasts 

Respiratory 

Cardiovascular 

Lymphati&'Tlematologic 

Gastrointestinal 

Genitourinary 


1992 

1971 

1953 

1987 


1973 


No 

C Presbyopia 

R Crowded wisdom teeth x 4 

R Tonsillitis 

R Fibrocystic lump bilaterally x 2 

No 
No 
No 
No 

R Tubal ligation 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma!e, Smoker; F-NS= Female. Non-Smoker; F-$=Fcmale, Smoker. 
b R^ Re solved. C=Continuing. 
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Listing 16.5-37 
Medical History by Subject 
(Page 6 of 65) 


Subject 

Number 

Subject 

Classification' 1 

System 

Date of 

Onset 

Status h 

Diagnosis and'or Procedure 

Oil 

F-S 

Genitourinary 

1966 

R 

Spontaneous abortion 



Musculoskeletal 

1987 

R 

I Icmiatcd disk 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

012 

F-S 

Skin 



No 



EENT 

1995 

R 

Impacted wisdom teeth 




Unknown 

R 

Multiple fractures of nose and cracked check hones 




MAR-2001 

R 

Tooth infection 



breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



1 .y mph atic/Hemalologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1994 

C 

Erythromycin intolerance 



Other 



NA 

013 

F-S 

Skin 



No 



EENT 

1989 

R 

Wisdom teeth extracted 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



NO 



Genitourinary 

MAY-1998 

R 

1 nduced abortion 




SEP-2000 

R 

UTI 



Musculoskeletal 

1980 

R 

Wrist fracture 



Endocrine 



No 


a Subject Classification: M-NS=Male, Non-Smoker: M-S=Male. Smoker; K-NS= Female. Non-Smoker; F-S^Femafe, Smoker. 
K K=Resolvetl, C=Comiruing. 


Draft 1: 24 July 2002 


Page 15011 of 15132 


Source: https://www.industrydocuments.ucsf.edu/docs/kjdj0001 



PM3006630359 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 7 of 65) 


Subject 

Number 


013 


014 


015 


Subject Date of 

Classifica tion 8 System __Onset_ Status* _ Diagnosis and/or Procedure 


Neurological 



No 

Immunological 



No 

Psychological 

1994 

R 

Counselling secondary to divorce 

Allergic 



No 

Other 



NA 

Skin 



No 

EENT 

2001 

C 

Presbyopia 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Ly mphat ic/Hematologic 



No 

Gastrointestinal 



No. 

Genitourinary 

1971 

R 

Irregulai menstrual cycles 

Musculoskeletal 

MAR-2001 

C 

Tom ligament - right ankle 


1991 

c 

Generalised aches and pains 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 

1978 

c 

Insomnia with stress 

Allergic 

1998 

c 

Seasonal allergies 

Other 



NA 

Skin 



No 

EENT 



No 

Breasts 



No 

Respiratory 

1970 

R 

Bronchitis 

Cardiovascular 



No 

Lymphatic/I letnatologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



NO 

Psychological 



No 

Allergic 



No 

Other 



NA 


a Subject Classification: M-NS=Nfalc, Non-Smolcer; M-S=Ma1e, Smoker; F-NS= Female, Non-Smoker; F-S^Femalc. Smoker. 
h R=Rcsolved, C=Continuing. 
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Listing 16.5-37 
Medical History by Subject 
(Page 8 of 65) 


Subject 

Number 

Subject 

Classification'" 

System 

Date of 

Onset 

Statu$ h 

Diagnosis and/or Proccdut 

016 

F-S 

Skin 

1996 

c 

Acne 



EENT 

1966 

R 

Tonsillectomy 




1981 

R 

Extraction of 2 infected wi 




1965 

C 

Myopia 



Breasts 



No 



Respiratory 

1988 

R 

Bronchitis 



Cardiovascular 

1997 

C 

Heart murmur 



Lymphatic/ Hemato log ic 



No 



Gastrointestinal 



No 



Genitourinary 

1984 

R 

C’-section 




1992 

R 

Tubal ligation 




1993 

R 

Kidney stones/lilhoiripsy 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

017 

F-S 

Skin 



No 



EENT 

1978 

R 

Wisdom teeth extracted 



Breasts 



No 



Respiratory' 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



NO 



Genitourinary 

1999 

R 

Abnormal pap smear 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 


Psychological 

Allergic 

Other 


No 

No 

NA 


018 


F-S 


Skin 

EENT 


1977 

1991 


Psoriasis-most common occurences to elbows and shin, Inst outbreak 1991 
Tonsillectomy 


11 Subject Classification: M-NS=Male, Non-Smoker: M-S=Male. Smoker: F-N$= f emale. Non-Smoker: F-S=Female. Smoker. 
k R-Re solved. C-Continuing 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 


018 


019 


020 


Listing 16.5-37 
Medical 11 islory by S ubjcct 
(Page 9 of 65) 

Subject Date of 

Classification* Sy stem _ Onset _ Status h _ Diagnosis and/or Procedure 


Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Ly mp hat ic/Hemato 1 og i c 

1990 

R 

Mononucleosis 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Alkijjic 



No 

Other 



NA 

Skin 

1998 

C 

Dry skin patch on neck 

EENT 

1995 

R 

Wisdom teeth removed 

Breasts 



No 

Respiratory' 



No 

Cardiovascular 



No 

Lymphatic^ Hemato log i c 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 

1978 

R 

Fractured left arm 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 

1995 

c 

Allergy-codeine 


1992 

c 

Allcrgy-motrin 

Other 



NA 

Skin 



No 

EENT 

1978 

c 

Myopia 


MAR-2001 

R 

Tooth extraction 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 


fl Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S^Female, Smoker. 
b R=Resolved, C=Conliiiuiny, 
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Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 10 of 65) 


Subject 

Number 

Subject 

Classification 0 

System 

Date of 

Onset 

Statu$ h 

Diagnosis and .'or Procedure 

020 

F-S 

Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1982 

R 

Wrist Fx 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



NO 



Allergic 



No 



Other 



NA 

021 

F-S 

Skin 



No 



EENT 

1998 

c 

Presbyopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hati c/H ematol og i c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculuskeletal 



No 



Endocrine 



No 



Neurological 

1979 

R 

Infant seizures 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

022 

F-S 

Skin 



No 



EENT 

1995 

R 

Extraction of 4 wisdom teeth 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hat icyH c mato 1 og ic 

1987 

R 

Mononucleosis 



Gastrointestinal 

1994 

R 

Cholecystectomy due to gallstone(s) 



Genitourinary 

1989 

R 

Laparoscopy for infected fallopian tubes 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 


8 Subject Classification: M-NS"Male, Non-Smoker; M-S=Malc. Smoker; F-NS- Female, Non-Smoker; F-S=Fciralc, Smoker. 
u R=Resolved, C=Continuing. 
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Covance CRU Study No. 12226-8450 


Subject 

Number 


022 


023 


024 


Listing 16.5-37 
Medical History by Subject 
(Page 11 of 65) 


Subject 


F-S 


F-S 


System 

Date of 

Onset 

Status 1 ' 

Diagnosis and/or Procedure 

Psychological 



No 

Allergic 



No 

Other 



NA 

Skin 



No 

EENT 



No 

Breasts 



No 

Ruspiialoiy 

1958 

c 

Asthma 


1958 

R 

Bronchitis-chronic 

Cardiovascular 



No 

Lymphatic/I lematologic 



No 

Gastrointestinal 



No 

Genitourinary 

1995 

R 

Uterine - benign cysts 


1979 

R 

Elective sterilizalion-tuhal ligation 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 

1981 

c 

Allergies 

Other 



NA 

Skin 



No 

EENT 

1977 

R 

Wisdom teeth removal 


1976 

R 

Tonsillectomy and adenoidectomy 

Breasts 



No 

Respiratory 



NO 

Caidiuvasculat 



No 

L ymphutic/H ematolog ic 



No 

Gastrointestinal 

I9R9 

R 

Appendectomy 

Genitourinary 

1989 

R 

Cesarean section 


1996 

R 

UrinaTy tract infection 


1994 

R 

Cesarean section 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 


B Subject Classification: M-NS=Malc, Non-Smoker; M-S=Ma!c, Smoker; F-NS- Female, Non-Smoker; F-S= Female. Smoker. 
* R-Resotved. C-Continuing. 
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Listing 16.5-37 
Medical llistoiy by Subject 
(Page 12 of 65) 

Subject Subject Date of 

Number _ Classification* Syste m__ Onset _ Status 11 _ Diagnosis and/or Procedure 


024 F-S Allergic 

1970 

c 

Penicillin allergy 

Olbcr 



NA 

025 F-S Skin 



No 

EENT 

Unknown 

c 

Myopia 

Breasts 



No 

Respiratory 



No 

Card iu vascular 



No . 

Lymphalic/Hcmatologtc 



No 

Gastrointestinal 



No 

Genitourinary 

1986 

R 

Hysterectomy 


1975 

R 

Cesarean section 


1966 

R 

Cesarean section 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

026 F-S Skin 



No 

BENT 

1962 

R 

Tonsil lectomy 


1957 

C 

Myopia 

Breasts 



No 

Respiratory 

APR-2001 

C 

Sinus congestion 

Cardiovascular 



No 

Lyi nplial tc/H einalolog ic 



No 

Gastrointestinal 



No 

Genitourinary 

1976 

R 

Tubal ligation 


1991 

C 

Postmenopausal 

Musculoskeletal 



No 

Endocrine 



NO 

Neurological 



No 

Immunological 



No 

Psychological 

1996 

c 

Depression 

Allergic 



No 

Other 



NA 

a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= 

Female, Non-Smoker; F-S^Female, Smoker. 


h R=Resolved, C=ContimiiTig. 
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Lisling 16,5-37 
Medical History by Subject 
(Page 11 of 65) 


Subject 

Number 

Subject 

Classification 3 System 

Dale of 

Onset 

Status* 

Diagnosis and/or Procedure 

027 

h'-S 

Skin 

16-APK-2001 

C 

Bubble soap allergy - corilacL dermatitis 



KENT 

1965 

R 

Tonsillectomy 




1989 

R 

Dental extraction - all upper teeth 




1994 

R 

Dental extraction - lower set, two teeth 



Breasts 

1987 

C 

Breast implants bilaterally 



Respiratory 



No 



Cardiovascular 



No 



Ly ii ipha l ic/H ema lol ogic 



No 



Gastrointestinal 

I960 

R 

Appendectomy 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



NO 



Psychological 



Nu 



Allergic 

1989 

C 

Tetracycline allergy 



Other 



NA 

028 

F-S 

Skin 



No 



EENT 

1997 

R 

Wisdom teeth - extracted 




1997 

C 

Myopia 



Breasts 



No . 



Respiratory 



No 



Cardiovascular 



No 



Eymphati c/Hcmato logi c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

029 

F-S 

Skin 



No 



EENT 

1999 

R 

Si rep throat infection 




19% 

R 

Wisdom tooth extracted x4 


a Subject Classification: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Non-Smoker; F-S-Fcmalc. Smoker. 
b R~Rcsolved, C=Cominuing. 
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Listing 16.5-37 
Medical History by Subject 
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Subject Subject Date of 


Number 

Classification' 

System 

Onset 

Status 1, 

D iagnosis a nd/or Procedure 

029 

F-S 

Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hetnatotogie 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Eiiduuiuc 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1999 

c 

Seasonal allergies 



Other 



NA 

030 

F-S 

Skin 



No 



EENT 

1965 

R 

Amblyopia surgery, left eye 




1969 

R 

Tonsillectomy 




1999 

R 

Periodontal denial surgery 




1997 

R 

Sinus surgery x2 




1977 

R 

Extraction of 4 wisdom teeth 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1984 

R 

Uterine dilation & curettage x2 




0S-APR-2(XJI 

K 

Urinary tract infection 




1989 

R 

Tubal ligation 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1985 

R 

Myelogram wiih allergic reacrion to procedure dye 



Other 



NA 

031 

F-S 

Skin 



No 



EENT 

1979 

R 

Bilateral car tubes 


“ Subject Classification: M-NS~Male, Non-Smoker; M-S=Ma!c, Smoker; FrNS= Female, Non-Smoker; F-S-Female, Smoker. 
b R=Resolved, C-Cominuing. 
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Listing 16.5-37 
Medical History by Subject 
(Page 15 of 65) 


Subject 

Number 

Subject 

Classification 3 

System 

Dare of 

Onset 

Status* 

Diagnosis and/or Procedure 

031 

F-S 

SENT 

FEB-2000 

R 

Chronic sinus infections - surgery 




1985 

C 

Myopia 




1995 

R 

Wisdom teeth removal 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mphal ic/H ematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



immunological 



NO 



Psychological 



No 



Allergic 

Unknown 

C 

Allergic lo mixed nuts 




1985 

R 

Seasonal allergies 



Other 



NA 

032 

F-S 

Skin 



No 



EENT 

1994 

R 

Tonsillectomy & adenoidecioiny 




1992 

R 

Wisdom teeih extracted 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmatologic 



No 



Gastrointestinal 

1999 

R 

l.aporascopic cholecystectomy 



(icmtoiirinary 



No 



Musculoskeletal 

1988 

R 

Right ankle Fx 




1982 

c 

Loss of digit - right pinky 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 

NOV-2000 

c 

Post partum depression 



Allergic 

1990 

c 

PCN allergy 



Other 



NA 

033 

F-S 

Skin 



No 



EENT 



No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS^ Female. Non-Smoker: F-S=Feniale. Smoker. 
11 R=Resolved,C=Conimuing. 
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PM3006630368 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Pagef 6 of 65) 


Subject 

Number 

Subject 

Classification 3 

System 

Date of 

Onset 

Status 1, 

Diagnosis and/or Procedure 

033 

F-S 

Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymph at i c/H ematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

034 

F-S 

Skin 



No 



EENT 

1998 

C 

Presbyopia 



Breasts 



No 



Respiratory 

1995 

R 

Bronchitis 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1991 

c 

Hemorrhoids 



Genitourinary 

1991 

R 

C-section 




\m 

R 

Cone biopsy 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 

1992 

R 

Depression, anxiety 




1999 

c 

Depression 



Allergic 

1995 

C 

Metal allergy 




1986 

c 

Dusi, mold allergy 



Other 



NA 

035 

F-S 

Skirt 



NO 



EENT 

1963 

R 

Tonsillectomy and adenoidectomy 




1967 

R 

Ear infections 



Breasts 



No 



Respiratory 



No 


A Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
b R=RcsolveckC=Contimiing. 
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PM3006630369 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.5-37 
Medical History by Subject 
(Page 17 of 65) 


Subject Subject Date of 

Number_ Classification* Syste m_ Onset _ Status* Diagnosis a nd/ or Procedure 


035 F-S Cardiovascular 



No 

Lymphatic/1 lematologic 



No 

Gastrointestinal 



No 

Genitourinary 

2000 

R 

1 lysterectomy 


1994 

R 

Fibroid tumors 

Musculoskeletal 

1971 

R 

Right ankle Fx 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

036 M-S Skin 

01-MAY-2901 

C 

Actinic keratosis right eyebrow 

EENT 

1970 

c 

Myopia 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hcmatologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 

MAR-2001 

c 

Sprained right wrist 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

037 M-S Skin 



No 

EENT 

JAN-2001 

R 

Wisdom teeth extracted 


20-MAR-200I 

R 

Pink eye, right eye 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hcmatologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Subject Classification: M-NS-Male, Non-Smoker; M-S=Male, Smoker; F-N$= 

Female, Non-Smoker; F-S - Fermle 7 Smoker. 


b R=Resolved, C=Continuing. 
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PM3006630370 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16.5-37 
Medical History by Subject 
(Page 18 of 65) 


Subject Subject Date of 

Number _ Classification 3 System _ Onset _ Status 11 _ Diagnosis and/or Pro cedure 


037 M-S Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

038 M-S Skin 



No 

EENT 

1977 

C 

Myopia 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lyinphatic/I lematologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

039 M-S Skin 



No 

EENT 

1951 

C 

Myopia 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphalic/HematoJogic 



No 

Gastrointestinal 

1990 

R 

Appendectomy 


2000 

R 

Colonic polyps 

Genitourinary 

1976 

R 

Vasectomy 

Musculoskeletal 

1999 

R 

Fx ankle 


1996 

R 

Degenerative disks - neck 


1996 

R 

Surgical repair of neck disks 


1999 

C 

Rack pain 

Endocrine 

2000 

C 

Hypercholesterolemia 

Subject Classification: M-NS=Male, Non-Smoker; M-S _ Male, Smoker; F-NS - 

Female, Non-Smoker; F-S~Femate. Smoker. 


11 R^Resolved, C-Continuing. 
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PM3006630371 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 1<; of 65) 


Subject 

Number 

Subject 

Classification 8 System 

Date of 
Onset 

Status" 

Diagnosis and/or Procedure 

039 

M-S 

Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

040 

M-S 

Skin 



No 



EENT 

1995 

R 

Four Impacted wisdom recih 




19B8 

C 

Myopia 



Breasts 



No 



Rcspiratoiy 



No 



Cardiovascular 



No 



I.ymphatic/Hcmatnlogic 



No 



Castro intestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1998 

C 

Router injury finger left hand 




1999 

K 

Fracture left arm 




1987 

R 

Fracture left arm 



Endocrine 



No 



Neurological 



No 



Immunological 



NO 



Psychological 


' 

No 



Allergic 

IMS 

C 

Sulfa 



Other 



NA 

041 

M-S 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Eymphatic/Hcmatologic 



No 



Gastrointestinal 



No 



Genitourinary . 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 


8 Subject Classification: M-NS=Ma1e, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker, F-S=Fcmatc, Smoker. 
h K-R e sol ved, C=C ont in ui n g. 
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PM3006630372 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical I listoTy by Subject 
(Rage 20 of 65) 


Subject 

Number 

Subject 

Classification' 

1 System 

Date of 

Onset 

Status 1 ' 

Diagnosis and'or Procedure 

04! 

M-S 

Allergic 



NO 



Other 



NA 

042 

M-S 

Skin 

1992 

R 

Acnc 



BENT 

1987 

C 

Myopia 



Breasis 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmatologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1985 

R 

Fracture ann/wrist left 




1994 

K 

Dislocated left shoulder 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1981 

C 

Animal hair allergy 



Other 



NA 

043 

M-S 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hali c/Hein a to 1 ogic 



No 



Gastrointestinal 



No 



Gcuiluuiijiary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

044 

M-S 

Skin 



No 



EENT 

1976 

C 

Myopia 


* Subject Classification: M-NS^Male. Non-Smoker: M-S-Male. Smoker; F-NS= Female. Non-Smoker; F-S-Femalc, Smoker. 
h R^Resotved, C=Cominuing. 
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PM3006630373 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5*37 
Medical History by Subject 
(Page 21 of 65) 


Subject 

Number 

Subject 
Classifi cation” 

System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

044 

M-S 

KENT 

1986 

R 

Wisdom teeth extracted 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/ H emato log i c 



No 



Gastrointestinal 

1973 

R 

Umbilical hernia 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1975 

C 

1 layfever 



Other 



NA 

045 

M-S 

Skin 



No 



CENT 



No 



Breasis 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mphatic/I kmatologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

046 

M-S 

Skin 



No 



EENT 

1984 

R 

Adenoids removed 




1987 

R 

Molars removed 




1987 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 


■' Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; K-NS= Female, Non-Smoker; F-S=Female, Smoker. 
h R-Resolved, C-Conlinuing, 
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PM3006630374 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Fisting 16.5-37 
Medical J listory by Subject 
(Pace 22 of 65) 


Subject 

Number 

Subject 

Classification 

* System 

Date of 

Onset 

Status* 

Diagnosis and/or Proced 

046 

M-S 

1 ymphatic/Hematologic 



No 



Gastrointestinal 

1982 

R 

Appendectomy 




19% 

C 

Intermittent heartburn 



Genitourinary 



No 



Musculoskeletal 

1987 

R 

Fracture left wrist 



Endocrine 



No 



Neurological 



NO 



limuiiiiulugical 



No 



Psychological 



No 



Allergic 

1990 

c 

Seasonal allergies 



Other 



NA 

1)47 

M-i> 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1985 

R 

Appendectomy 



Genitourinary 



No 



Musculoskeletal 

1999 

R 

Fx right ankle 



Endocrine 



No 



Neurological 



No 



Immu no logical 



No 



Psychological 

NOV-2000 

c 

Bipolar disorder 




1998 

c 

Depression 



Allergic 



NO 



Ollier 



NA 

048 

M-S 

Skin 



No 



EENT 

1980 

R 

Otitis media 




1996 

R 

Wisdom teeth extracted 



Breasts 



No 



Respi ratory 



No 



Cardiovascular 



No 



Lympliatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



Nn 

4 Subject Classification: M-NS=Male. Non-Smoker: M-S^Male, Smoker; F-NS= Female. Non-Smoker; F-S-Female. Smoker. 


R“Kesolved, C=Continuing. 
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PM3006630375 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 23 of 65) 


Subject 

Number 

Subject 

Classification* 

1 System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

048 

M'S 

Musculoskeletal 

1988 

R 

1-x collar bone 




1997 

R 

Surgical repair of hand caught in conveyer bell 




1999 

R 

Arthroscopic surgery right knee 



Endocrine 



No 



Neurological 



\ 7 0 



Immunological 



No 



Psychological 



No 



Allergic 



NO 



Olhci 



NA 

049 

M-S 

Skin 



No 



EENT 



Na 



Breasts 



NO 



Respiratory 



No 



Cardiovascular 

1999 

R 

Blockage of femoral artery 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1950 

R 

Fractured little finger of right hand, left hand and left thumb 




1948 

C 

No cartilage tight knee 




1999 

c 

Arthritis right knee, left ankle, left wrist 



Endocrine 

2000 

C 

Hypercholesterolemia . 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

050 

M'S 

Skin 

1971 

R 

Laceration left palm 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



NO 



Genitourinary 



No 



Musculoskeletal 

MAR-2001 

c 

Epicondylitis 



Endocrine 



No 


a Subject Classification; M-NS=Malc, N T on-$jnoker; M-$=Malc. Srpokcr; F-NS= Female, Non-Smoker: F-S^Female. Snicker. 
b R=Resolvcd, C=Contmuing. 
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PM3006630376 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16-50 7 
Medical History by Subject 
(Page 74 of 65) 


Subject 

Number 

Subject 

Classification" 

Svstem 

Date of 

Onset 

Status" 

Diagnosis and/or Procedure 

050 

M-S 

Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

051 

M-S 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymph atic/I temato logic 



No 



Gastrointestinal 



No 



Genitourinary 



NO 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

052 

M-S 

Skin 

(985 

R 

Laceration right eyebrow 




JUL-1989 

R 

Poison oak 



EENT 

1986 

c 

Myopia 




1988 

R 

Wisdom teeth extracted 



Breasts 



No 



RcspiiaUny 

MAY-1997 

R 

Brunei litis 




JAN 2001 

R 

Bronchitis 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1995 

c 

HcmoTThoids 



Genitourinary 

1991 

R 

Unknown GU problem, tx with abx 



Musculoskeletal 

1989 

R 

Fx left metacarpal 




1980 

R 

Fx right patella 




1988 

R 

Fx right 1st toe 




1980 

R 

Trauma to left knee 


Endocrine No 


“ Subject Classification: M-NS=iMale, Non-Smokeri M-S^Ma!e> Smoker; F : NS= Female, Non-Smoker; F-S=Female, Smoker. 
b R=Resolved, C=Continuing. 
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PM3006630377 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



Listing 16.5-37 
Medical History by Subject 
(Page 25 of 65) 


Subject 

Number 

Subject 

Classification* 

System 

Dale of 

Onset 

Status 1 ' 

Diagnosis and/or Procedure 

052 

M-S 

Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

053 

M-S 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphalic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

JAN-2000 

R 

Fx right ankle 




APR-2001 

C 

Left shoulder pain 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

054 

M-S 

Skin 



No 



EENT 

1982 

R 

Tonsils-infection - tonsillectomy 



Breasts 



No 



Respiratory 



NO 



Cardiovascular 



No 



Lymphatic/I lematologic 



No 



G astro intestinal 

1990 

R 

Food poisoning 



Genitourinary 



No 



Musculoskeletal 

1999 

R 

Dislocation/tom ligament of left knee 




1990 

R 

Fracture left collar bone 




1995 

R 

Fracture right hip 




1994 

R 

Fracture right hip 



Endocrine 



No 



Neurological 



No 



Immunological 



No 


a Subject Classification: M-NS=Male. Non-Smoker; M-S“Male. Smoker: F-NS™ Female, Non-Smoker: F-S^ Female, Smoker. 
h R“Resolved, C=Coni iriuing. 
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PM3006630378 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History by Subject 
(Page 76 of 65) 


Subject 

Number 

Subject 

Classification 3 

System 

Date of 
Onset 

Status* 1 

Diagnosis and/or Procedure 

054 

M-S 

Psychological 



No 



Allergic 

1979 

C 

Allergies seasonal 



Other 



NA 

055 

M-S 

Skin 



No 



EENT 

1985 

R 

Wisdom teeth extraction 



Breasts 



NO 



Reapiialoiy 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

29-OCT-2QOO 

R 

Left leg/arkle pylon fracture 




DEC-2000 

R 

Left leg/ankle infection 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

055 

MS 

Skin 



No 



EENT 

1998 

C 

Dental caries 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1991 

R 

Fx ofjaw 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1996 

C 

Bee sting allergy 



Other 



NA 

057 

M-S 

Skin 



No 

" Subject Classification: M-N5=Male, Non-Smoker; M-S=Male, Smoker; F-NS= 

Female, Non-Smoker, F-S=Female, Smoker. 


R=Reso1vcd T C=Cumimiing. 
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PM3006630379 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-37 
Medical History hy Subject 
(Page 27 of 65) 


Subject 

Number 

Subject 

Classification 

* System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

057 

M-S 

EENT 

1987 

C 

Myopia 




1979 

R 

Fsophagcal surgery 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemalo logic 



No 



Gastrointestinal 



NO 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 

1984 

R 

Possible meningitis 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Oilier 



NA 

058 

MS 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymp h at i c/Hemato logic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

059 

M-S 

Skin 

MAR-1995 

R 

Laceration and sutured right 



EENT 

1969 

R 

Tonsillectomy 




1979 

R 

Wisdom teeth extracted 




I%S 

C 

Myopia 



Breasts 



No 



Respiratory 



No 


4 Subject Classification: M-NS=Malc, Non-Smoker; M-S=Ma1c. Smoker; K-NS- Female, Non-Smoker; F-S=Fcmale, Smoker. 
K R=Resolved, C=C<nninuing. 
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Subject 

Number 

Subject 

Classification' 

1 System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

059 

M-S 

Cardiovascular 



No 



Lymphatic/] Icmatologic 



No 



Gastrointestinal 



No 



Genitourinary 

1997 

R 

Eledive sterilization - vasectomy 



Musculoskeletal 

1983 

R 

Fracture right wrist - casted 




1998 

R 

Hyperextent ion of 2 middle fingers of right hand - splinted 




1982 

R 

Strained left knee muscles - crutches 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

060 

M-S 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



A llergic 



No 



Other 



NA 

061 

M-S 

Skin 

1988 

R 

Laceration to top of head 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S - Female, Smoker. 
* R”Re$olved, OCoiitinuing. 
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Subject 

Number 


Subject 


M-S 


063 


M-S 


System 

Date of 

Onset 

Stains 1 ' 

Diagnosis and/or Procedure 

Musculoskeletal 

vm 

R 

Phlebitis left leg 

Endocrine 



No 

Neurological 

1988 

R 

Loss of consciousness secondary to lacei 

FmimmoJogicaJ 



No 

Psychological 



No 

Allergic 

1988 

c 

Allergy to penicillin 


1998 

c 

Allergy to cephalosporins 

Other 



NA 

Skin 



No 

PENT 


c 

Legally blind in left eye 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

L ymp h atic/H emato log ic 



NO 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 

1992 

R 

Frequent severe headaches over left eye 

immunological 



No 

Psychological 

1995 

c 

Bi-pnlar disorder 

Allergic 



No 

Other 



NA 

Skin 



No 

RENT 



No 

Breasis 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 

1981 

R 

Fraclured right femur 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 


* Subject Classification; M-N$~Male. Non-Smoker; M-S Male. Smoker; F-NS- Female, Non-Smoker; P-S-Femalc. Smoker. 
h R=Resolved. C=Continuing. 
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Subject 

Number 

Subject 

Classification* 

System 

Date of 

Onset 

Status p 

Diagnosis and/or Procedure 

063 

M-S 

Allergic 

1988 

C 

Allergy to penicillin 




1982 

c 

Seasonal allergies 




1980 

c 

Alfergrc to raw apples, ttiffs, and deoderanrs 



Other 



NA 

065 

M-S 

Skin 



No 



EENi 

1999 

K 

4 wisdom teeth extracted 




mo 

R 

AdcuuidcUuuiy 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemalologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 

y 


No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

066 

M-S 

Skin 



No 



EENT 

23-APR-2001 

R 

Tooth extraction 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmatologic 



No 



Gastrointestinal 

1971 

R 

Hepatitis A - 1971 & 1977 



Genitourinary' 



No 



Muscufoskclctal 

1986 

R 

Led shoulder, bilateral hands - ligaments torn 




1986 

R 

OS orbital fx 




1986 

R 

Rib fxs 




1991 

R 

Fx tibia and fibula 



Endocrine 



No 



Neurological 

1976 

. R 

Concussion 



Immunological 



No 



Psychological 



No 


’* Subject Classification: M-NS=Male, Non-Smoker; M-S=MaIe, Smoker; F-NS= Female, Non-Smoker; F-S=Fcmale, Smoker. 
b R=Resolved, ^Continuing. 
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Subject 

Subject 



Date of 



Number 

Classification 3 System 



Onset 

Status" 

Diagnosis and/or Procedure 


066 

M-S 

Allergic 

No 



Other 

NA 

067 

M-S 

Skin 

No 


EENT 

1984 

R 

Surgical repair of righi eye orbit 


2000 

R 

Removed wisdom teeth 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

ly mp h at ic/He matolo g ic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 

1984 

R 

Loss of consciousness from eye injury 

Immunological 



No 

Psychological 



No 

Allergic 

1991 

C 

Reaction to certain soaps 


1985 

c 

Allergy to penicillin 

Other 

\ 


NA 

Skin 



No 

EENT • 



No 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 

I6-APR-2001 

c 

Pulled muscle in back 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 


069 MS Skin No 


* SubjectClassificalion: M-NS^Male, Non-Smoker: M-S=Male. Smoker; JK-NS= female. Non-Smoker; b-S-l emale. Smoker. 
h R^Resolvcd C-Continuing. 
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Subject 

Number 

Subject 

Classification 3 System 

Date of 

Onset 

Status' 1 

Diagnosis and/or Procedure 

069 

M-S 

EENT 

1987 

c 

Myopia 




MAR-2001 

c 

Impacted wisdom teeth / mouth infection 



Breasts 



No 



Respiratory 

1998 

R 

Bronchitis 




1983 

R 

Pneumonia 



Cardiovascular 



No 



Ly mphat ic/H e rna tolog ic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1979 

R 

RigM forearm fraclure 




1981 

R 

Right index finger fracture 




1998 

R 

Lefl hand fracture 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

071 

F-NS 

Skin 

1983 

R 

Laceration left knee 




1982 

R 

Laceration right thigh 




1979 

k 

Laceration tower lip 




1999 

c 

Rash left arm 



EENT 

1996 

c 

Myopia 



Breasts 

OCT-2000 

R 

Biopsy - lump left breast found henign 



Respirator)' 



No 



Cardiovascular 



No 



Ly mphfl fic/Hc ma tolog ic 



No 



Gastrointestinal 



No 



Gen itotiri nary 

2000 

c 

Irregular menstrua! cycles 



Musculoskelelal 

1982 

R 

Fracture right arm 



Endocrine 



No 



Neurological 

1983 

R 

Loss of consciousness with concussion 



Immunological 



No 



Psychological 



No 



Allergic 

1982 

C 

Bcc sting allergy 




1999 

c 

Mold allergy 


Other 


NA 


a Subject Classification: M-N$=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S“Female„ Smoker. 
h R^Rcsolved. C=Continuing. 
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Subject 

Number 


072 


073 


074 


Listing 16 5-37 
Medical History by Subject 
(Page 33 of 6.5) 


Subject 


P-NS 


F-NS 


System 

Date of 

Onset 

Status" 

Diagnosis and/or Procedure 

Skin 

1964 

R 

Second or third degree bum on left 


1992 

C 

Intermittent cold sores 

RENT 



No 

Breasts 



No 

Respiratory 

1978 

c 

Asthma 

Cardiovascular 



No 

Lymphatic/Hematologic 



NO 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



NO 

Allergic 



No 

Other 



NA 

Skin 

1999 

R 

Burn to right forearm 

EENT 



No 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 

1993 

c 

Allergic to animal dander and dust 

Other 



NA 

Skin 

2000 

C 

Eczema in winter 

EENT 

1999 

R 

Pierced eardrum 


2COO 

R 

Wisdom leeth extraction 

Breasts 



No 

Respiratory 



No 


11 Subject Classification: M-NS-Male, Non-Smoker; M-S=Male. Smoker; F-NS= Female. Nun Smoker. F-S=Female. Smoker 
" R=Resolved, C-Cuniiiiuing. 
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Subject Subject Date of 

Number _ Classification 3 System_Onset_ Status 11 Diag nosis and/or Procedure 


074 


Cardiovascular 



No 

Lymphatic/I lematologic 



No 

Gastrointestinal 



No 

Genitourinary 

FEB-2001 

c 

Breakthrough bleeding 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 


F-NS Skin No 

CENT No 

Breasts No 

Respiratory No 

Cardiovascular No 

Lymphatic/Hcmatologic No 

Gastrointestinal No 

Genitourinary No 

Muscutoskeletal No 

Endocrine No 

Neurological No 

Immunological No 

Psychological No 

Allergic No 

Other NA 


076 


Skin 



No 

CENT 

A PR-1990 

R 

Wisdom teeth extracted 


1989 

R 

Tonsil leclomy 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lymphs tic/1 leina tologic 



No 

Gastrointestinal 

Unknown 

R 

Stomach ache due to eating spicy food 

Genitourinary 

06-OCT-2000 

R 

Abnormal pap smear x2 

Musculoskeletal 

1984 

R 

Fractured little finger left hand 


8 Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS= Female, Non-Smoker; F-S=FemaIe. Smoker. 
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Subject 

Number 

Subject 

Classification 3 System 

Date of 
Onset 

Status* 

Diagnosis and/or Procedure 

076 

F-NS 

Endocrine 



No 



Neurological 

1992 

C 

Headaches 



Immunological 



No 



Psychological 



No 



Allergic 

Unknown 

c 

Cat dander allergy 



Other 



NA 

077 

F-NS 

Skin 

1991 

K 

Mole removal left arm 



EENT 

1979 

R 

Ear lube placement 




1979 

R 

Adetioidectomy. tonsillectomy 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemaiologic 



No 



Gastrointestinal 



NO 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

078 

K-NS 

Skin 

1978 

R 

Facial acne 



EENT 

1988 

C 

Myopia 




1986 

R 

Two impacted wisdom tccth/removal 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/1 lematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1997 

R 

Laparoscopy 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 


a Subject Classification: M-NS~Ma!e. Non-Smoker; M-S^Male. Smoker; F-NS= Female, Non-Smoker; F-$=Female. Smoker. 
'' R=Resoived, C=Continuiny. 
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Subject 

Number 

Subject 

Classification" 

System 

Date of 

Onset 

Status* 1 

Diagnosis and/or Procedure 

078 

F-NS 

Allergic 

1996 

c 

Seasonal allergies 



Other 



NA 

079 

F-NS 

Skin 



No 



EENT 



No 



Breasts 

1996 

c 

Fibrocystic breasts 



Respiratory 



No 



Cardiovascular 

1992 

c 

Varicose veins 



Lymphatic.-'Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1978 

R 

Tubal ligation 




1972 

R 

History of urinary Iract infections 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

oso 

F-NS 

Skill 



NO 



ERNT 

1970 

R 

Tonsillectomy 




1958 

c 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



1 ,ymp hati c/ H c mato 1 ogi c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

DEC-2000 

R 

Bunionectomys 




MAY-1999 

R 

Microdiscectomy 




1995 

C 

Bilateral shoulder pain - arthritis 



Endocrine 

1999 

C 

Hypercholesterolemia 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 


* Subject Classification: M-NS=Mate. Non-Smoker: M-S=Mate. Smoker; F-N$= Female, Non-Smoker; F-5=Female r Smoker. 
K R=Kesolved. C=Continuing. 
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Subject 

Number 

Subject 

Classification’ 

1 System 

Date of 

Onset 

Status 11 

Diagnosis and/or Procedure 

08! 

F-NS 

Skin 



No 



EENT 

1967 

R 

- Tonsillectomy 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp h ati d H emat o log i c 



No 



Gastrointestinal 



No 



Genitourinary 

1989 

R 

Cesarean section 



Musculoskeletal 

1984 

R 

Bilateral bunioneciorny 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

082 

F-NS 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hatic/H e matolngic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



• No 



Allergic 

1971 

C 

Bee sting allergy 



Other 



NA 

083 

.F-NS 

Skin 

14-APK-200I 

c 

Laceration on right 5th digit 



EENT 

1971 

R 

Tonsillectomy 




1995 

R 

Wisdom teeth extraction (4) 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



NO 


* Subject Classification: M-NS-Maie, Non-Smoker; M-S-Male, Smoker; F r N5= Female, Non-Smoker; K-S-Female. Smoker 
b R=Resolved, C-Continuing. 
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Subject 

Number 

Subject 

Classification* System 

Date of 

Onset 

Status' 1 

Diagnosis and/or Procedure 

083 

F-NS 

Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Gen ilouri nary 

1987 

R 

Cesarean section 




1992 

R 

Right inguinal hernia repair 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

084 

F-NS 

Skin 

1997 

R 

i iosp for 6 days -1Vs/antibiotics (spider bite) 



RF,NT 

1946 

R 

Tonsillectomy 




1981 

C 

Presbyopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp h atic/Il emato 1 ogi c 



No 



C i a semintest i nal 

1987 

C 

Heaittum 



Genitourinary 

1951 

R 

Cesarean section 




1953 

R 

Cesarean section 




1957 

R 

Cesarean section 



Musculoskeletal 

M AY-2000 

R 

Arthroscopic knee surgery 




1998 

Unk. 

X-ray shows possible bruise on left rib 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

085 

F-NS 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmatologic 



No 


J Subject Classification: M-NS=Male, Non-Smoker: M-S-Male. Smoker: F-NS= Female. Non-Smoker: F-S"= Female. Smoker. 
b R=Resolvcd. C-Coiitriuiiiig. 
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Subject 

Number 

Subject 

Classification 6 

System 

Date of 

Onset 

Status” 

Diagnosis and/or Procedure 

085 

F-NS 

Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



NO 



Allccgiu 



Nu 



Other 



NA 

086 

F-NS 

Skin 

1995 

C 

Eczema bilateral calves 



CENT 

AUG-1996 

R 

Wisdom teeth removed 



Breasts 



No 



Respiratory' 



No 



Cardiovascular 



No 



L y mph at i c/He niatol og ic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

087 

F-NS 

Skin 



No 



EENT 

1968 

R 

Tonsillectomy and adenuideclumy 




1976 

C 

Presbyopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1987 

R 

Benign fibrous uterine tumor removal 




1987 

R 

Partial hysterectomy 



Musculoskeletal 

1996 

R 

Right knee injury' - orthoscopic repair 



Endocrine 



No 


6 Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma1e, Smoker; F-NS - Female, Non-Smoker; F-S=Femalc, Smoker. 
h R=Reso1ved, C=Comimiing. 
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Subject 

Number 

Subject 

Classification' 

1 System 

Date of 

Onset 

Status" 

Diagnosis and/or Procedure 

087 

F-NS 

Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1952 

c 

Allergic to penicillin 



Other 



NA 

088 

h-NS 

Skin 



NO 



EENT 

AUG-1992 

R 

Wisdom teeth extracted 




1978 

c 

Astigmatism bilalcral eyes 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



r.y mp hat ic/Me nVito 1 ogi c 



No 



Gastrointestinal 



No 



Genitourinary 

1990 

R 

Urinary tract infection 




1995 

R 

Kidney infection 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

089 

F-NS 

Skin 

1980 

c 

Facial acne 



EENT 

1973 

c 

Myopia 




1970 

R 

Frequent sore throats - tonsillectomy 



Bieasts 



Nu 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 


J Subject Classification: M-NS~Mate, Non-Smoker; M-S=Malc, Smoker; F-NS= Female. Non-Smoker. F-S-Femalc. Smoker. 
* R^Resolved. C=Contim»ng. 
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Subject 

Number 

Subject 

Classification* 

System 

Date of 

Onset 

Status h 

Diagnosis and/or Procedure 

089 

F-NS 

Allergic 

1979 

c 

Allergic to mold 




1979 

c 

M ild hay fever in summer 



Other 



NA 

090 

F-NS 

Skin 



No 



EENT 

1995 

c 

Meniere’s syndrome 




1944 

R 

T&A 




1996 

k 

Retina peel 




1996 

R 

Removal of left eye due to cataract 



Breasts 

1983 

C 

Fibrocystic breasts 




1983 

R 

Two biopsies on right breast 



Respiratory 



No 



Cardiovascular 

1%I 

c 

Irregular heartbeat 



Lymphat ic/H cmatol ogic 



No 



Gastrointestinal 

1986 

R 

Laparascopic cholecystectomy 




1990 

C 

Hiatal hernia 



Genitourinary 

1985 

R 

Total hysterectomy 



Musculoskeletal 

Unknown 

c 

General arthritis 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1940 

C 

Allergies - sulfa, prednisone 




1970 

c 

Seasonal allergies 



Other 



NA 

091 

F-NS 

Skin 



No 



EENT 

1960 

R 

Tonsillectomy 



Brca3t3 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

' 1942 

R 

Append icitis/appendectomy 




1997 

K 

H emorrhoi d s/he m orrhoid e c t omy 



Genitourinary 

1958 

R 

Tubal pregnancy 




1977 

R 

Hysterectomy 



Musculoskeletal 

1998 

R 

1 eft ankle fracture 




1991 

c 

Arthritic joints, both hands 


“ Subject Classification: M-NS~Maie, Non-Smoker; M-S-Male. Smoker; F-NS^= Female. Non-Smoker; F-S=Female, Smoker. 
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Subject Subject Date of 

Number _ Classification* System _ Onset _ Status** _ Diagnosis and/or Procedure 


091 

F-NS 

Musculoskeletal 

1999 

R 

Left foot hammertoes repair 




1998 

R 

Right foot hammer toes repair 



Endocrine 

1952 

R 

Benign thyroid nodule removal 



Neurological 



No 



Immunological 



No 



Psychological 



No 



A llcigic 

1963 

C 

Nickel allergy 



Other 



NA 

092 

F-NS 

Skin 



No 



EENT . 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lyinphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

093 

F-NS 

Skin 

1995 

C 

Acne 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemalolcgic 



No 



Gastrointestinal 



No 



Genitourinaiy 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Ma)e. Smoker: FrNS= Female, Non-Smoker; F-S=Female, Smoker. 
b R=Resolved, C=Cominuing. 
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Subject 

Number 

Subject 

Classification 2 

' System 

Date of 
Onset 

Status* 

Diagnosis and/or Procedure 

093 

F-NS 

Allergic 



No 



Other 



NA 

094 

F-NS 

Skin 



No 



EENT 

mi 

c 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hat ic ; H c ma t ol ogi c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1983 

c 

Allergy to eat hair 



Other 



NA 

095 

F-NS 

Skin 



No 



KENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1950 

R 

Appendectomy 



Genitourinary 



No 



Musculos-kdtlal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

096 

F-NS 

Skin 



No 



EENT 

1990 

R 

Wisdom teeth extracted 



Breasts 



No 


a Subject Classification: M-NS=MaIe, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Femalc. Smoker. 
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Subject 

Number 

Subject 

Classification' 1 ' 

System 

- Date of 

_Onset_ 

Status” 

Diaenosis and/or Procedui 

096 

f-NS 

Respiratory 



NO 



Cardiovascular 



No 



Lymp hat i c/H e matof og i c 



No 



Gastrointestinal 



No 



Genitourinary 

1991 

R 

Miscarriage 



Musculoskeletal 

1986 

R 

Fractured left ankle 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

097 

1-NS 

Skin 



No 



EENT 

1981 

R 

Wisdom teeth extracted 




1969 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphalic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1986 

R 

Abnormal pap smear 




1992 

R 

Cesarean section 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

098 

F-NS 

Skin 



No 



EENT 

1975 

R 

Wisdom teeth extracted 




FFB-2001 

C 

Presbyopia 



Breasts 

1996 

C 

Fibrocystic breast disease 



Respiratory 



No 



Cardiovascular 



No 



Lymphal ic/Hematoloy ic 



No 


a Subject Classification: M-N$=Male, Non-Smoker; M-S=Male, Smoker; F*NS= Female, Non-Smoker; F-S=Female. Smoker. 
h K=Resolved, C=Continuing. 
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Subject 

Number 

Subject 

Classification" 

Svslem 

Date of 

Onset 

Status 11 

Diagnosis and/or Procedure 

098 

F-NS 

Gastrointestinal 



Nu 



Genitourinary 

199! 

R 

Tubal ligation 




m\ 

R 

Cesarean section 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

099 

F-NS 

Skin 

0I-MAR-200I 

c 

Acne 



rr.vr 
li:i^ I 

ivvu 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mph at i c/11 emalol oy i c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No , 



Immunological 



No 


' 

Psychological 



No 



Allergic 

1974 

c 

Allergy to penicillin 



Other 



NA 

100 

f-ns 

Skin 

04-JUL-2000 

R 

Small ulcer on right thumb 



EENT 

Unknown 

R 

Frequent ear infections 




1987 

R 

Wisdom teeth extracted 



Breasts 



No 



Respiratory' 



No 



Cardiovascular 



No 



Lymphatic, 1 1 lematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1906 

R 

Tubular pregnancy 




1992 

R 

Miscarriage 



Musculoskeletal 



No 


J Subject Classification: M-NS=Male, Non-Smoker; M-S~Ma1e, Smoker; F-NS” Female. Non-Sinokcr; F-S=Fcmale, Smoker. 
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Subject 

Subject 


Date of 



Number 

_Classification 3 

System 

_Onset _ 

Status’’ 

Diagnosis and/or Procedure 

100 

F-NS 

Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

101 

F-NS 

Skin 

1990 

R 

Facial acne 



CCNT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/1 lematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

102 

F-NS 

Skin 



No 



CCNT 

1987 

R 

Crowded mouth 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



LymphatLc/I lematologic 



No 



Gastrointestinal 



No 



Genitourinary 

JUN-2000 

R 

Difficult labor with large baby 



Musculoskeletal 

1978 

R 

Fractured left arm 




1980 

R 

Fractured left arm 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker. 
h R=Resolved,C=Cotitinuing. 
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Subject 

Number 

Subject 

Classification 

3 Svstem 

Date of 

Onset 

Status* 1 

Diagnosis and/or Procedure 

102 

F-NS 

Other 



NA 

103 

F-NS 

Skin 



No 



EENT 

1987 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1980 

c 

Allergies - hayfever in summer 



Other 



NA 

194 

M-NS 

Skin 



No 



EENT 

1981 

R 

Frequent sore throat 




APR-2009 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/I lematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1991 

R 

Elective surgery - circumcision 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

105 

M-NS 

Skin 



No 



EENT 

1997 

R 

Impacted wisdom teeth 



Breasts 



No 


Subject Classification: M-NS~Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-Feinalc, Smoker. 
R=Resolved, OContiTiuing. 
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Subject 

Number 

Subject 

Classification 3 

System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

105 

M-NS 

Respiratory 



No 



Cardiovascular 



No 



I ytupbaiic/Hemafologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1 991 

R 

Left clavicle fracture 



Endocrine 



No 



Neurological 



Nu 



Immunological 



No 



Psychological 



No 



Allergic 



No 



OtheT 



NA 

106 

M-NS 

Skin 



NO 



LENT 

1994 

R 

Wisdom teetli removal 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



NO 



Other 



NA 

107 

M-NS 

Skin 

1999 

C 

Lipoma left side of abdomen 



RENT 

1984 

R 

Tonsillectomy 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemato log i c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male, Smoker; F-NS- Female. Non-Smoker: F-S=Female. Smoker, 
h R^Resolved, C-Continuing. 
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Subject 

Number 

Subject 

Classification 

System 

Date of 

Onset 

Status* 

Diagnosis and/or Procedure 

107 

M-N5 

Endocrine 



No 



Neurological 

1998 

R 

Brief loss of consciousness - x 4 over a couple years 



Immunological 



No 



Psychological 



Mo 



Allergic 



No 



Other 



NA 

108 

M-NS 

Skin 

1998 

R 

Lipoma right arm 




1990 

It 

Laceration to forehead 



EENT 

1980 

R 

Oral surgery - corrective 




1990 

R 

Reconstructive surgery - oral 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



NO 



Ly mp baric/ Hem ato logic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1990 

R 

Maxi liar Fa - lost teeth 




1996 

R 

Toe* small left foot Fx 




1987 

R 

Left flank - rib Fx 



Endocrine 



No 



Neurological 

1970 

C 

Reduction in sense of smell 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

109 

M-NS 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/ Hcmatolo g ic 



No 



Gastrointestinal 



No 



Genitourinary 

2000 

R 

Vasectomy 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 


3 Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female. Non-Smoker; F-$=Female v Smoker. 
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Subject 

Number 

Subject 

Classification 3 

System 

Date of 

Onset 

Status 1 ’ 

Diagnosis and/or Procedure 

109 

M-NS 

Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA. 

no 

M-NS 

Skirt 

1976 

R 

Laceration left knee 



LENT 

1995 

c 

Presbyopia 




1968 

R 

Tonsillitis - T A A 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 

FEB-2000 

R 

Hematoma right leg 



Gastrointestinal 



No 



Genitourinary 

OCT-1995 

K 

Left flank pain - kidney stone 




I8-APR.-2000 

R 

OCC RBCs in urine 



Musculoskeletal 



No 



Endocrine 

DEC-200n 

C 

Hypercholesterolemia 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1968 

C 

Allergy to PCN 



Other 



NA . 

in 

M-NS 

Skin 

1977 

c 

Eczema 



EENT 

1987 

R 

Impacted wisdom teeth x 4 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymp hati c/'H e matolo gi c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



NO 



Immunological 



No 



Psychological 



No 



Allergic 

1971 

R 

Allergic rxn to hee sting 



Other 



NA 


6 Subject Classification: M-NS=Mafe, Non-Smoker; M-S-Malc. Smoker; F-NS= Female. Non-Smoker: F-S=l emale. Smoker 
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Onset 
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Diagnosis and/or Procedure 

112 

M-NS 

Skin 



No 



EliNT 

1955 

c 

Myopia 




FEB-20OI 

R 

Dizziness inner ear vertigo 



Breasts 



No 



Respiratory 



No 



Cardiovascular 

02-DEC-2000 

c 

Hypertension 



Lymphaiicftlematologic 



No 



Gastrointestinal 

1980 

c 

Hemorrhoids 



Genitourinary 

I960 

R 

Right inguinal hernia - congenital 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



imnuinoiogicai 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

113 

M-NS 

Skin 



No 



EENT 



No 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymph ati c/H cmatolog i c 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

I960 

R 

Ex small finger left hand 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1969 

C 

PCN allergy 



Other 



NA 

114 

M-NS 

Skin 


R 

Laceration lower chin 




AUCi-2000 

R 

Bum from iron left arm 



EENT 

1908 

R 

Impacted wisdom teeth 




1976 

C 

Myopia 



Breasts 



No 


a Subject Classification: M-NS-Maie, Non-Smoker; M-S-Male, Smoker; F-NS= Female, Non-Smoker; F-S~Female. Smoker. 
* R=Rmlved,C-Ccntinuing. 
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Subject 

Number 


Subject 


System 

Dale of 

Onset 

Status" 

Diagnosis and/or Procedure 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 

Gastrointestinal 

NOV-1999 

R 

High bilirubin level 


1974 

R 

Appendicitis 

Genitourinary 

1974 

R 

Inguinal hernia left side 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



NO 

Psychological 



No 

Allergic 



No 

VIIIU 



NA 

Skin 



No 

EENT 

1969 

c 

Presbyopia 


1969 

R 

Frequent sore throats 


1997 

R 

Impacted wisdom tooth 

Breasts 



NO 

Respiratory 



No 

Cardiovascular 



No 

Ly mphat ic/H e matol ogie 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



NO 

Immunological 



No 

Psychological 



No 

Allergic 

1970 

R 

Anaphylactic rxn bee sting 


1970 

R 

Allergy to trees and weeds 

Oth ET 



NA 

Skin 



No 

EENT 



No 

Breasts 



No 

Respiratory 



Nd 

Cardiovascular 



No 

?. Non-Smoker; M-S~Male. Smoker; F-NS - Female. Non-Smoker; F-S _ Female, Smoker. 


M-NS 


M-NS 


M-NS 


R^Resolvcd. C=Cominuing. 
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Medical History by Subject 
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Subject 

Number 

Subject 

Classification 3 

System 

Date of 

Onset 

Status'* 

Diagnosis and'or Procedure 

116 

M-NS 

Lymphatic/1 lemato logic 



NO 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

IW 

R 

Fx collarbone 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1983 

C 

Allergy to hay 



Other 



NA 

117 

M-NS 

Skin 

1975 

R 

Cyst left wrist 




20-MAR-200I 

c 

Athletes foot 



EENT 

1970 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascii 1 a r 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1994 

R 

Acid reflux 




1998 

C 

Heart bum 



Genitourinary 

1991 

R 

inguinal liernia 



Musculoskeletal 

1997 

C 

Shoulder pain left 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

118 

M-NS 

Skin 



No 



EENT 

1997 

c 

Astigmatism both eyes 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lympharic/Hemato logic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

19*0 

R 

Tom ligaments right ankle 


fl Subject Classification: M-NS=Male. Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S=Fema1c, Smoker. 
h R-Resolved, C=Cowinuing. 
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Subject 

Subject 


Date of 

Number 

Classification 5 

System 

Onset 

118 

M-NS 

Musculoskeletal 

Endocrine 

Neurological 

Immunological 

Psychological 

Allergic 

Other 

1990 

119 

M-NS 

Skin 

EENT 

Breasts 

Respiratory 

Cardiovascular 
Lymphatic/Hemal ologic 
Gastrointestinal 
Genitourinary 
Musculoskeletal 

Endocrine 

1994 



Neurological 

immunological 

Psychological 

Allergic 

Other 

1985 

120 

M-NS 

Skin 

EENT 

Breasts 

Respiratory 

Cardiovascular 

I.ymphatic/Hematologic 

Gastrointestinal 

Genitourinary 

1999 



Musculoskeletal 

1971 




1978 




1984 




1982 




1996 


Endocrine 


Status 1 ' Diagnosis and/or Procedure 

R 2 herniated discs 

No 
No 
No 
No 
No 
NA 

No 

No 

No 

No 

No 

No 

No 

No 

R Fractured right leg- femur, fibula, tibia and humerus 

No 
No 
No 
No 

C Allergy to cals 

NA 

No 

No 

No 

No 

No 

No 

No 

R Vasectomy 

R Fractured left collar bone 

R Fractured right collar bone 

R Fractured right wrist 

R Fractured right ankle 

R Separated IcR shoulder 

No 


“ Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc. Smoker; F-NS= Female, Non-Smoker; F-S=Femalc, Smoker. 
h R=ResoIved,CK^>ntinuing. 
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Subject 

Number 


120 


121 


122 


Listing 16.5-37 
Medical History by Subject 
( Page 55 of 65) 


Subject 

Classification 3 


M-NS 


M-NS 


M-NS 


System 

Dale of 

Onset 

Status* 

Diagnosis and/or Procedure 

Neurological 

' 


No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

Skin 



NO 

EBNT 



No 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Ly m phat ic/H emat o log ic 



No 

Gastrointestinal 



No 

Genitourinary 



NO 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 

1978 

c 

Sinus headache 

Immunological 



No 

Psychological 

1999 

c 

Anxiety disorder 

Allergic 

1998 

c 

Allergic to ragweed, mildew 

Other 



NA 

Skin 

1987 

R 

Laceration left hand 


1986 

R 

Laceration head 

EENT 



No 

Breasts 



No 

Respiratory 



NO 

Cardiovascular 



No 

Lymphatic/Hematologic 



No 

Gastrointestinal 



No 

Genitourinary 



No 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 


a Subject Classification: M-NS=Male, Non-Smoker: M'S=Male. Smoker; F-NS - Female, Non-Smoker; K-S" Female. Smoker. 
b R=Resolved, O’Continumg. 
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Subject Subject Date of 

Number Classification' 1 Syste m_ Onse t_ Status* _Diagnosis and/ or Procedure 


Skin 



No 

CENT 

1993 

c 

Presbyopia 


1999 

c 

Myopia 


1971 

R 

Hearing loss - stapedectomy right 


1974 

R 

Hearing loss - stapedectomy left 


1993 

R 

Left, lower wisdom tooth - impacted: extracted 


1992 

R 

Deviated septum - surgically corrected 

Breasts 



No 

Respiratory 



No 

Cardiovascular 



No 

Lv mphat ic/H emaiotogic 



No 

Gastrointestinal 



No 

Genitourinary 

1970 

R 

Vasectomy 

Musculoskeletal 

1982 

R 

Fractured 5th phalange - no treatment 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 

Skin 

1995 

R 

Ingrown toenails bilateral 


1997 

R 

Multiple lacerations bilateral hands 


1987 

R 

Laceration left cheek 

EENT 

1997 

R 

4 wisdom teeth removed 


1995 

C 

Myopia 

Breasts 



NO 

RespiraloTy 



No 

Cardiovascular 



No 

Lymph atic/He main logic. 



No 

Gastrointestinal 



No 

Genitourinary 

17-MAY-2000 

C 

Right inguinal hernia 

Musculoskeletal 



No 

Endocrine 



No 

Neurological 



No 

Immunological 



No 

Psychological 



Nn 

Allergic 

1987 

R 

Seasonal allergies 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Malc, Smoker; F-NS= Female, Non-Smoker; F-S=Femalc, Smoker. 
b R=Re$o1ved, Continuing. 
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Subject Subject Dale of 

Number _ Classification 3 System _ Onset _ Status* _ Diagnosis and/or Procedure 


124 

M-NS 

Ollier 


125 

M-NS 

Skin 

RENT 

Breasts 

Respiratory 

Cardiovascular 

1989 



Ly inpb at i c/H e 111 ate lo g i c 
Gastrointestinal 

1990 



Genitourinary 

Musculoskeletal 

JAN-1997 

JAN-1997 



Endocrine 




Neurological 

Immunological 

Psychological 

Allergic 

Other 

1982 

126 

M-NS 

Skin 

RENT 

1996 

Unknown 



Breasts 




Respiratory 

Cardiovascular 




Lymphatic/Hematologic 

Gastrointestinal 

Genitourinary 

1970 




1972 



Musculoskeletal 

Endocrine 

Neurological 

Immunological 

Psychological 

Allergic 

Other 

1992 

127 

M-NS 

Skin 



NA 

No 

C Myopia - contacts 

No 
No 
No 
No 

R Appendicitis appendectomy 

No 

R Fracture facial bones secondary to motor vehicle accident 

R Fracture lefi collarbone secondary to motor vehicle accident 

No 
No 
No 
No 

C Penicillin allergy 

NA 

No 

R Cataracts, both eyes, removal and lens placement 

R Tonsillectomy and adcnoidcctomy 

No 
No 
No 
No 
No 

R l.cft inguinal hernia repair 

R Vasectomy 

C Carpal tunnel right hand 

No 
No 
No 
No 
No 
NA 

No 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-Male. Smoker; F-N5- Female, Non-Smoker: F-S=Femafe, Smoker. 
b R=Resolved, C=Coiirimiing. 
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Medical History by Subject 
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Subject 

Subject 

Date of 



Number 

Classification System 

Onset 

Status' 1 

Diagnosis and/or Procedure 


127 

M-NS 

RENT 

1996 

K 

Impacted wisdom teeth removed 




(988 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Ly mp hatic/Hc mate logic 



No 



Gastrointestinal 



No 



Genitourinary 

1982 

R 

Abnormal function of valve between right ureter and right kidney - surgical repair 




09-FED-2001 

R 

Vasectomy 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunoiogicai 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

128 

M-NS 

Skill 



No 



CENT 

1963 

c 

Presbyopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



NO 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1984 

R 

Fx, right small finger 




1968 

R 

Fx. left wrist 




1972 

R 

Fx. left lower leg 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

Unknown 

c 

Allergy to cats 



Other 



NA 

129 

M-NS 

Skin 



No 



EENT 

1975 

R 

Ear infections - tube placement 



Breasts 



No 


0 Subject Classification: M-NS^Male, Non-Smoker; M-S~Male, Smoker; F-NS= Female, Non-Smoker; F-S^Female, Smoker. 
* R=Re$olved, C=Continmng. 
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Subject 

Number 

Subject 

Classification' 

' System 

Date of 

Onset 

Status’ 

Diagnosis and/or Procedure 

129 

M-NS 

Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hcmatologic 



No 



Gastrointestinal 



No 



Genitourinary 



Mo 



Musculoskeletal 



No 



Endocrine 



No 



Ncuiological 



Nu 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Oiher 



NA 

130 

M-NS 

Skin 

1986 

R 

Laceration to mtdback from fall 



HUNT 



No 



Breasts 



No 



Respiratory' 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



t iastrointestinal 

1970 

K 

Rectal bleeding from kick to stomach 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



NO 



Other 



NA 

131 

M-NS 

Skin 



No 



BENT 



Mo 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



NO 



Lymphatic/I lematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1998 

R 

Right inguinal hernia 




1995 

R 

Elective vasectomy 


' Subject Classification: M-NS-Male, Non-Smoker; M-S-Male, Smoker; F-NS= Female, Non-Smoker; F-S=Femafe, Smoker. 
h R-Resolved, C=Conlinuiiig. 
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Medical History by Subject 
(Page 60 of 65) 


Subject 

Number 

Subject 

Classification* 

System 

Date of 

Onset 

Stams h 

Diagnosis and/or Procedure 

131 

M-NS 

Musculoskeletal 

1977 

K 

Left arm fracture 




I9R8 

R 

Left wrist fracture 




1982 

R 

Right foot Fracture 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Otfiei 



NA 

132 

M-NS 

Skin 

OCT-1994 

R 

Deep abrasion lefl shoulder 




OCT-1994 

R 

Laceration forehead 




J 998 

R 

Laceration right forearm 




19-MAY-2000 

R 

Laceration left ann 



RENT 

17-OCT-1999 

R 

Foreign body in right eye 




1992 

c 

Myopia 




IO-NOV-I97S 

R 

Congenital esophagus narrowing 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/1 Jematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

JUL-1996 

R 

Fractured nose 




FEB-1997 

R 

Fractured nose 




JUN-1997 

R 

Fractured nose 




FEB-1997 

R 

Fractured ribs right side 



Endocrine 



No 



Neurological 



No 



Immunologic al 



No 



Psychological 

1995 

R 

Counseling due to ending relationship 



Allergic 

1978 

c 

Allergic to parmesan cheese 



Other 



NA 

133 

M-NS 

Skin 



No 



EENT 

1992 

c 

Myopia 




1973 

R 

Frequent sore throats 


Breasts No 


9 Subject Classification: M-NS^Male, Non-Smoker; M-S-Male. Smoker; F-NS^ Female. Non-Smoker. F-S^l'emale. Smoker. 
’’ R^Resolved, C=Continuing. 
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Subject 

Number 

Subject 

Classification 1 

1 System 

Rate of 

Onset 

Status" 

Diagnos is a nd/or Procedu re 

133 

M-NS 

Respiratory 



No 



Cardiovascular 



No 



lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 

1999 

R 

Herniated disc 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1999 

C 

Allergic to cockroaches 



Other 



NA 

134 

M-NS 

Skin 



No 



BENT 

1989 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 

1985 

c 

Allergy to penicillin 



Other 



NA 

135 

M-NS 

Skin 



No 



KENT 

APR-2000 

R 

Wisdom teeth extraction 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/lJematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1997 

R 

Right side inguinal hernia repair 



Musculoskeletal 



No 


0 Subject Classification: M-NS=Mafc, Non-Smoker; M-S=Ma!e, Smoker; F : NS= Female, Non-Smoker; F-S=Female, Smoker. 
* R=Resolved, C-Coutinuing. 
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Subject 

Number 

Subject 

Classification' 

1 System 

Dale of 

Onset 

Status” 

Diagnosis and/or Procedure 

135 

M-NS 

Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

500 

F-NS 

Skin 



No 



EENT 

1992 

R 

Four impacted wisdom teeth 




1990 

C 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 

1975 

c 

Slight heart murmur 



Lymphatic/Hematologic 



No 



Gastrointestinal 

1997 

c 

Gallstones 



Genitourinary' 



No 



Musculoskeletal 

1992 

R 

Lett knee cartilage tear 




1993 

R 

Left knee anterior cruciate ligament repair 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

501 

F-NS 

Skin 



No 



EENT 

1980 

c 

Myopia 




1974 

R 

Elective surgery - tonsillectomy & adenoideclomy 



Breasts 

FF.fi-2001 

R 

Abnormal mammogram 



Respiratory 



No 



Cardiovascular 



No 



Lymphatic/Hemalologic 



No 



Gastrointestinal 



No 



Genitourinary 



No 



Musculoskeletal 



No 



Endocrine 



No 



Neurological 



No 



Immunological 



No 


* Subject Classification; M-NS-Male. Non-Smoker; M-S=Male. Smoker; F-NS - Female. Non-Smoker; F-S=Fcma1c. Smoker. 
h R=Resolved, C=Coniinuing. 
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Subject 

Number 


50! 


502 


503 


504 


Listing 16.5-37 
Medical History by Subject 
(Page 63 of 65) 


Subject 

Classification' 

’ System 

Date of 

Onset 

Status" 

Diagnosis and/or Procedure 

F-NS 

Psychological 



No 


Allergic 



No 


Other 



NA 

F-S 

Skin 



No 


EENT 

1983 

R 

Overcrowding in mouth 



1980’s 

C 

Myopia 


Brcasta 



No 


Respiratory 



No 


Cardiovascular 



No 


Lympliatic/Hemalologic 



No 


Gastrointestinal 

1986 

R 

Appendicitis 


Genitourinary 

SEP-1999 

c 

Irregular menstrual cycles 


Musculoskeletal 

1980 s 

R 

Hairline fracture - little toe left foot 


Endocrine 



No 


Neurological 



No 


Immunological 



No 


Psychological 



No 


Allergic 



No 


Other 



NA 

F-S 

Skin 



No 


EENT 



No 


Breasts 



No 


Respiratory 



No 


Cardiovascular 



No 


Ly r npli ali c/Hc malolog ic 



No 


Gastrointestinal 



No 


Genitourinary 



Vo 


Musculoskeletal 



No 


Endocrine 



No 


Neurological 



No 


Immunological 



No 


Psychological 



No 


Allergic 



No 


Other 



NA 

F-S 

Skin 

1977 

R 

Urticaria 


a Subject Classification: M-NS^Male ? Non-Smoker; M-S=Male, Smoker, F-NS= Female, Non-Smoker; F-S=Fema1e, Smoker. 
b R=Reso1vcd, OContinuing. 
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Subject 

Number 

Subject 

Classification" 

System 

Date of 

Onset 

Status 1 ' 

Diagnosis and/or Procedure 

504 

F-S 

Skin 

APR-2091 

c 

Toenail fungus 



EENT 

\96A 

R 

Frequent sore throats 




1058 

c 

Myopia 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



Lymphacic/Kematologic 



No 



Gastrointestinal 



NO 



Genitourinary 

1990 

R 

Elective sterilization 



Musculoskeletal 

1081 

R 

Fracture of facial bone 




JUI -1995 

R 

Fracture of ribs 




1977 

R 

Fracture of right arm 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 

505 

F-NS 

Skin 



No 



EENT 

1970 

C 

Presbyopia 




1954 

R 

Sore throats tonsillectomy & adenoideciomy 



Breasts 



No 



Respiratory 



No 



Cardiovascular 



No 



r.ymphatic/Hematologic 



No 



Gastrointestinal 



No 



Genitourinary 

1962 

R 

Tubal ligation 




1993 

R 

Abnormal pap smear 



Muscttlnskeletal 

PER-1993 

R 

Surgery for left - hand carpal tunnel syndrome 




MAR-1993 

R 

Surgery for right - hand carpal tunnel syndrome 




DEC-1993 

R 

Rigid - hand surgical tendon release 



Endocrine 



No 



Neurological 



No 



Immunological 



No 



Psychological 



No 



Allergic 



No 



Other 



NA 


a Subject Classification: M-NS=Male, Non-Smoker; M-S-=Male. Smoker; F-\S-= Female, Non-Smoker, F-S"-Femule. Smoker. 
h R=Resolveil, OCominuing. 
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Subject Subject Date of 

Number _ Classification 3 System _ Onset _ Status'* _ Diagnosis and/or P ro cedure 


Skin 

24-APR-200I 

R 

Removal of benign sebaceous cyst under right eye 

CENT 

1978 

C 

Myopia 


FRB-200I 

C 

Right lower wisdom tooth pain 

Breasts 

APR-2000 

c 

Fibrocystic disease, no Tx recommended 

Respiratory 



No 

Cardiovascular 



No 

Lymphatic/ Hem atol ogi c 

1987 

R 

Anemia secondary to diet, l x with diet 

Gastrointestinal 



No 

Genitourinary 

MAY-1993 

R 

C section X 2 (01/1997 & 05/1993) 

Musculoskeletal 



NO 

Endocrine 



No 

Neurological 

1972 

R 

Concussion secondary to fall, no sequelae 


JAN-1999 

C 

Migraines, frequency approximately J/year 

Immunological 



No 

Psychological 



No 

Allergic 



No 

Other 



NA 


” Subject Classification: M-NS=Male, Non-Smoker; M-S=MaIe, Smoker; F-NS- Female, Non-Smoker; F-S“Female, Smoker. 
b R=Reso1ved, C^Cominuing. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page 2 of 17) 

Subject Subject Any Medications 


Number Classification’ 1 Taken? Drug 

Indication 


Dose 

Route 

Frequency 

Start Date 

Slop Date 

008 F-S Yes Calcium Plus 

Health 


2 caps 

po 

bid 

1999 

ONGOING 

Mineral Blast 

Health 


! cap 

po 

qod 

1999 

ONGOING 

Multitcch formula 

Health 


1 cap 

po 

qod 

1999 

ONGOING 

Vitamin C formula 

Health 


l cap 

po 

qd 

1999 

ONGOING 

Ultimate Aloe 

Health 


1 cap 

po 

pm 

1999 

ONGOING 

Oxygen Plus 

Health 


1 tab 

po 

2-3x mo 

1999 

ONGOING 

Ginger 

Health 


500 mg 

po 

bid 

FEB-2001 

12-A PR-2001 

Astragalus 

Health 


250 mg 

po 

qd 

FED-2001 

I2-APK-200I 

Milk thistle 

I lea 1th 


400 mg 

po 

bid 

FEB-2001 ' 

I2-APR-200I 

Licorice 

Health 


500 mg 

po 

bid 

FEB-2001 

12-A PR-2001 

Acetaminophen 

HA 


500 ms; 

po 

pm 

APR-2000 

ONGOING 

Cataflam 

HA 


50 mg 

po 

pm 

1999 

ONGOING 

Ibuprofcn 

HA 


200 mg 

po 

prn 

1990 

ONGOING 

Depo-provera 

To stop period 


Unknown 

im 

X l 

19-MAR-2001 

19-MAR-200I 

Psc tidoc phed rine 

Allergies 


60 mg 

po 

pm 

2 7-A PR-2001 

29-APR-200I 

Doxycy cline 

Pelvic infection 


200 mg 

po 

qd 

15-MAR-200I 

25-MAR-2001 

Metronidazole 

Pelvic infection 


1000 mg 

po 

qd 

15-MAR-2001 

25-MAR-200I 

Zithromax 

Pelvic infection 


500 mu 

po 

qd 

I5-MAR-2001 

I7-MAR-200I 

Metronidazole 

Pelvic infection 


500 mg 

po 

qd 

I2-FF.B-200I 

I4-FEB-2001 

Lorabid 

Pelvic infection 


400 mg 

po 

qd 

12-FEB-200I 

22-FEB-2001 

Zithromax 

Pelvic infection 


500 mg 

po 

qd 

I2-IEU-2UU1 

141-ED-2001 

Flonasc 

Allergies 


2 squirts 

in 

qd 

15-MAY-2001 

ONGOING 

Allegra 

Allergies 


180 mg 

po 

qd 

15-MAY-2001 

ONGOING 

Tylenol #3 

OS injury 


1 tab 

po 

qhs 

08-JUN-2001 

11-JUM-200I 

Unknown medication 

OS injury 


1 drop 

opth 

qid 

08-JUN-200I 

11-.1UN-200I 

009 F-S Yes Vitamin E 

Health 


800 iu 

po 

qd 

1997 

ONGOING 

Selenium 

Health 


lx 200 meg 

po 

qd 

1997 

ONGOING 

Vitamin A 

Health 


1a 25000 iu 

po 

qd 

1997 

ONGOING 

Siberian ginseng root 

Health 


1x0.41 g 

po 

qd 

1998 

ONGOING 

Centrum Sifver multi-vitamin and multi- 
mineral 

Health 


1 tab 

po 

qd 

1970 

ONGOING 

Bilberry extract 

Health 


lx 125 mg 

po 

qd 

1999 

ONGOING 

Folic Acid 

Health 


1 x K 00 meg 

po 

3 per week 

1999 

ONGOING 

Vitamin C 

Heatih 


lx 500 mg 

po 

3 per week 

1997 

ONGOING 

Calcium, Magnesium, Zinc 

Health 


1 lab 

po 

3 times per 
week 

1975 

ONGOING 

‘ Subject Classification: M-NS-Male, Non-Smoker; M-S-Male, Smoker, F-NS= Female. Non-Smoker, F-S-Female. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page 3 of 17) 


Subject 

Number 

Subject 

Classification* 

Any Medical ions 
Taken? 

Drag 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

009 

F-S 

Yes 

Aleve 

Generalized aches and pair 

Unknown 

po 

pm 

1996 

ONGOING 

010 

F-S 

Yes 

Ibuprofen 

Headache 

200 mg 

pc 

pm 

12-J AN-2001 

12-MAR-2001 

Oil 

F-S 

No 








012 

F-S 

Yes 

Veetids 

Tooth infection 

500 mg 

po 

qid 

I9-MAR-200I 

28-MAR-2001 




Tylenol with codeine #3 

Pain due to rooth Infection 

1 tah 

po 

3 doses 

20-MAR-200I 

21-MAR-200I 




Pamprin 

Menstrual cramps 

2 tabs 

po 

pm 

1999 

n-APR-2001 




Acetaminophen 

Tooth infection pain 

1000 mg 

po 

pm 

10-APR-2001 

11 -APR-2001 




Acetaminophen 

General aches/headache 

1000 mg 

pc 

pm 

1987 

ONGOING 




Tylenol Cold 

URI 

2 tabs 

po 

bid 

25-APR-2001 

29-APR-200I 




Antacid/Equate 

Prophylaxis 

2 tabs 

po 

once 

28-APR-2001 

28-APR-200I 




Aspirin 

URI 

486 mg 

po 

once 

25-APR-2001 

25-APR-200I 




NyquiT 

URT 

Unknown 

po 

qd 

26-APR-2001 

27-APR-2001 

013 

F-S 

Yes 

Kxceririn migraine 

Headache 

2 tahs 

po 

prn 

12-JAN-2001 

06-APR-2001 




Ibuprofen 

Headache 

2 tabs 

po 

pm 

I2-JAN-200I 

08-APR-2001 

014 

F-S 

Yes 

Ainbien 

Insomnia 

5 mg 

po 

qhs 

JAN-2001 

JAN-2001 




Roxicet 

Tom ligament 

1 tab 

po 

once 

01 -MAR-2001 

01-MAR-2001 




Darvocet 

Torn ligament 

t tab 

po 

pm 

02-MAR-2001 

03-MAR-2001 




Ibuprofen 

Tom ligament 

200 mg 

po 

pm 

04 MAR 2001 

14-MAR-2001 




Trazodone 

Insomnia 

50 mg 

po 

pm 

APR-2001 

ONGOING 




Ibuprofen 

Generalized aches and pains 

200 mg 

po 

qd 

1991 

ONGOING 




Zyitcc 

Allergies 

5 mg 

po 

qd 

MAR-2000 

31-MAR-2001 




Allcgra 

Allergies 

60 mg 

po 

qd 

MAY-1999 

MAR-2000 




Darvocet 

Muscle aches 

1 tab 

po 

pm 

25-APR-200I 

25-APR-200I 




Pcpto-Dismal 

Indigestion 

NA 

po 

pm 

I5-MAY-2001 

15-M AY-2001 




Zyitec 

Allergies 

5 mg 

po 

pm 

06-JUN-2001 

07-JUN-2001 




Sinutah 

Allergies 

1 tab 

po 

qd 

IO-JUN-2001 

10-JIJN-200I 




Bcncdryl 

Allergies 

25 mg 

po 

qd 

09-JUN-200! 

09-JUN-2001 




Darvocet-n-100 

General aches & pains 

1 tab 

po 

pm 

08-JUN-200I 

ONGOING 




Lorazepan 

insomnia 

0.5 mg 

po 

pm 

10-JUN-200I 

ONGOING 

015 

F-S 

Yes 

Ibuprofen 

i leadache 

200 mg 

po 

once 

02-MAR-2001 

02-MAR-2001 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Male, Smoker; F-NS= Female. Non-Smoker; F-S _ Female, Smoker. 
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Listing 16.5-38 

Concomitant Medications by Subject 
(Page 4 of 17) 


Subject 

Number 

Subject 

Classification 3 

Any Medications 
Taken? 

Drug 

Indication 

Dose 

Route 

Frequency 

Start Date 

Slop Date 

015 

F-S 

Yes 

Thera flu 

Cold symptoms 

1 cap 

po 

pm 

02-MAR-2001 

04-MAR-2001 




Acetaminophen 

Tooth ache 

650 mg 

po 

pm 

06-MAY-2001 

06-MAY-2001 




Amoxicillin 

Tooth extraction 

500 mg 

po 

qid 

10-M AY-2 001 

17-M AY-2001 




Vicodin 

Tooth extraction 

1 tab 

PO 

q6hr 

IO-MAY-2001 

12-MAY-200I 

016 

F-S 

Yes 

Vitamin B6 

Health 

1 x 200 mg 

po 

qd 

SEP-2000 

ONGOING 




Ibuprofen 

Headaches, other aches & pains 

400 mg 

po 

4x 

20-JAN-200I 

04-APR-200I 




DitTerin cream, 0.1 % 

Acne 

Unknown 

top 

pm 

1998 

ONGOING 

017 

F-S 

Yes 

Aspirin 

HA 

325 mg 

po 

pm 

08-APR-200I 

08-APR-2001 

018 

F-S 

Yes 

Milk thistle 

Psoriasis 

2 BO mg 

po 

qd 

I0-APR.200I 

1 l-APR-2001 




Multivitamin 

General health 

1 tab 

po 

qd 

NOV-2000 

ONGOING 




Vitamin E 

Skin 

4(10 iu 

po 

qd 

NOV-2000 

ONGOING 




Eiy-Tab 

IJRl 

250 mg 

po 

bid 

07-JUN-2001 

ONGOING 

010 

F-S 

Yes 

Multivitamin 

Health 

1 tab 

po 

qd 

1998 

ONGOING 

020 

F-S 

Yes 

Excedrin 

HA 

1 tab 

po 

pm 

MAR-2001 

ONGOING 




Excedrin PM 

Sleeplessness 

1 tab 

po 

pm 

MAR-2001 

ONGOING 




Tylenol Cold 

URl 

1 tab 

po 

bid 

03-JIJN-2Q01 

O3-JUN-2001 

021 

F-S 

Yes 

Tri-Levlen 

Oral contraceptive 

1 tab 

po 

qd 

01-JAN-2001 

ONGOING 




Aleve 

Muscle aches 

2 tabs 

po 

pm 

ID-MAY-2001 

IO-MAY-2001 

022 

F-S 

Yes 

Aleve 

Menstrual cramps 

3 tabs 

po 

3s 

I6-APR-2001 

16-APR-2001 




Zyitec 

Nasal congestion 

5 mg 

po 

pm 

09-MAY-200I 

11-MAY-2001 




Nasa Cart 

Nasal congestion 

2 squirts 

in 

pm 

09-MAY-200I 

1 1-MAY-2001 

023 

F-S 

No 








024 

F-S 

Yes 

Motrin 

Knee pain 

400 mg 

po 

hid 

20-MAR-200I 

20-MAR-2001 




Glucosamine HCL 

Health 

500 mg 

po 

qod 

JAN-2000 

ONGOING 




Mela-cal 

Health 

1 tab 

po 

qod 

JA\ T -200fl 

ONGOING 

025 

F-S 

Yes 

Maximin 

Health 

1 tab 

po 

qd 

APR-1999 

ONGOING 

1 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male. Smoker; F-NS= 

Female, Non-Smoker; F-S=Female, Smoker. 
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Listing 16,5-38 

Concomitant Medications by Subject 
(Page 5 of 17) 


Subject 

Number 

Subject 

Classification* 

Any Medications 
Taken? 

Pnifi 

Indication 

Dose 

Route 

Frequency 

Start Dale 

Stop Date 

025 

F-S 

Yes 

Lidocaine 

Wrist strain 

Unknown 

im 

lx 

07-M AY-2001 

07-M AY-2001 




Cortisone 

Wrisl strain 

Unknown 

itn 

lx 

07-M AY-2001 

07-M AY-2001 

026 

F-S 

Yes 

Xenadrine 

Wt. loss 

2 tabs 

po 

qd 

2(101 

ONGOING 




Trazadone 

Depression 

100 mg 

po 

qd 

1996 

ONGOING 




Equate Nighttime 

Sinus congestion 

30 cc 

po - 

X 1 

(39-APR-200I 

09-APR-200I 




Ibuprofen 

Muscle pain 

800 mg 

po 

pm 

Unknown 

ONGOING 




Sudafed 

Sinus congestion 

120 mg 

pi) 

xl 

08-rt PR-2001 

08-APR-200I 




B-Complex 

Health 

1 cap 

po 

qd 

FEB-2001 

ONGOING 




Nr-Jizer 

Energy 

1 tab 

po 

qd 

2000 

12-A PR-2001 




Ultra Mega 

Health 

2 labs 

po 

qd 

29-APR-2001 

ONGOING 




Suphedrinc 

Sinus congestion 

60 mg 

po 

x2 

28-APR-2001 

29-A PR-2001 




Wal-Finate 

Sinus congestion 

2 labs 

po 

x2 

28-APR-2001 

29-A PR-2001 




Zithromax 

Sinus infection 

250 mg 

po 

bid 

08-M AY-2001 

11-M AY-2001 




Herbalifc Ultimate Green Plan 

Health 

11 tabs 

po 

qd 

21-MAY-2001 

ONGOING 

027 

F-S 

Yes 

Atka Seltzer 

Headache, upset stomach 

2 tabs 

po 

qd 

1999 

ONGOING 




Tylenol PM 

Sleeplessness 

1 cap 

po 

once 

07-APR-200I 

07- A PR-2001 




Sudafed 

Cold symptoms 

30 mg 

po 

bid 

09-APR-20O1 

09-APR-2001 




Sudafed 

Cold symptoms 

30 mg 

po 

tid 

10-APR-2001 

12-APR-20O1 

028 

F-S 

Yes 

St. Johns Wort 

Mood enhancer 

300 mg 

po 

pm 

DEC-2000 

ONGOING 




PMS herbal formula 

Pre-menstrual symptoms 

1 tab 

po 

pm 

FEB-2001 

ONGOING 




B-l 2 dots 

Health 

500 meg 

po 

pm 

APR-2000 

ONGOING 




Ortho-eye len 

Oral contraceptive 

1 tab 

po 

qd 

1996 

ONGOING 

029 

F-S 

Yes 

Nelon 1/35-28 

birth control 

1 tab 

po 

qd 

1997 

ONGOING 

030 

K-S 

Yes 

Macroulantin 

UTI 

100 mg 

po 

bid 

08-APR-2001 

15-A PR-2001 




Acetaminophen 

HA 

500 mg 

po 

once 

12-A PR-2001 

12-A PR-2001 

031 

F-S 

Yes 

Ortho Trirevclen 

Birth control 

1 tab 

po 

qd 

1999 

ONGOING 

032 

F-S 

Yes 

ZoloA 

Postpartum depression 

! 00 mg 

po 

q<l 

NOV-2001 

12-J UN-2001 




Depo-Provera 

Contraception 

Unknown 

im 

q 3 mo 

AUG-1998 

ONGOING 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker 
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Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page f> of 17) 


Subject 

Number 

Subject 

Classification" 

Any Medications 
Taken? 

Drag 

Indication 

Dose 

Route 

Frequency 

Start Date 

Slop Date 

032 

F-S 

Yes 

Multivitamin 

Supplement 

1 tab 

po 

tpi 

JAN-2001 

ONGOING 




Tylenol 

Sore shouldcr/arm 

500 mg 

po 

3* 

10-MAY-2001 

11-MAY-2001 




Zoloft 

Postpartum depression 

150 mg 

po 

qd 

I3-JUN-2001 

ONGOING 

033 

F-S 

Yes 

Locstrin 

Conlraception 

1,5 mg 

po 

q<l 

1999 

ONGOING 




Albuterol 

Viral bronchitis 

2 puffs 

inh 

qd pm 

08-JUN-20OI 

ONGOING 




Doxycyclinc 

Viral bronchitis 

100 mg 

po 

bid 

1 l-JUN-2001 

ONGOING 




Promethazine 

Viral bronchitis 

2 tsp 

po 

pm 

29-MA Y-2001 

04-J UN-2001 

014 

F-S 

Yes 

Paxil 

Depression 

30 mg 

po 

qd 

APR-1999 

1S-M AY-2001 




Claritin 

Allergy symptoms 

100 mg 

po 

qd 

I5-JAN-2O0I 

ongoing 




Effexor 

Depression 

75 mg 

po 

qd 

15-MAY-2001 

ONGOING 

035 

F-S 

Yes 

tstradiol transderrml system 

Menopausal symptoms 

.1 mg 

trans 

Unknown 

AlJG-2000 

ONGOING 




Nystatin 

Fungus on tongue 

500000 u 

po 

7x 

08-APR-200I 

15-A PR-2001 




Vitamin B6 

Health 

50 mg 

po 

qd 

APR-2000 

ONGOING 




Ultra lipotropic fat metabolizer 

Health 

Unknown 

po 

qd 

DEC-2000 

ONGOING 




Heart Right multivitamin 

Health 

Unknown 

po 

qd 

21-APR-2001 

ONGOING 




Calcet 

Health 

Unknown 

po 

qd 

APR-2000 

ONGOING 




Vitamin E 

Health 

400 IU 

po 

qd 

APR-2000 

ONGOING 




Vitamin C 

Health 

1000 mg 

po 

qd 

APR-2000 

ONGOING 




Nuprin 

Stiff neck 

400 mg 

po 

lx 

1 l-JUN-2001 

1 l-JUN-2001 

036 

M-S 

Yes 

Jbuprofen 

Headache 

400 mg 

po 

pm 

2000 

08-APR-2001 




Vitamin C 

Health 

500 mg 

po 

qd 

rCB-200» 

ONGOING 




Multi vitamin 

Health 

1 tab 

po 

qd 

FEB-2000 

ONGOING 




Vitamin h 

Health 

400 iu 

po 

qd 

FEB-2000 

ONGOING 

037 

M S 

Yes 

Gentamicin 

Pink eye fright eye) 

3 mg 

od 

qid 

20-MAR-2001 

26-MAR-2901 




Halls Cough Drops 

Viral illness 

Unknown 

po 

once 

27-A PR-2001 

27-A PR-2001 

038 

M-S 

No 








039 

M-S 

Yes 

Propoxyphene 

Back pain 

2 tubs 

po 

ml 

1999 

OI-MAR-20OI 




Acetaminophen 

Headache 

650 mg 

po 

lx 

15-APR-2O01 

15-APR-2001 


a Subject Classification: M-NS“Male. Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S—Female, Smoker. 
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Covance CRU Study No. 12226-8450 


listing 16.5-38 

Concomitant Medications by Subject 
(Page 7 of 17) 


Subject 

Number 

Subject 

Classificalion" 

Any Medications 
T aken? 

Drug 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

-ow 

M-S 

Yes 

Ccrivaslatin Sodium 

Hypercholesterolemia 

0.4 mg 

pu 

qhs 

18-M AY-2001 

ONGOING 

040 

M-S 

Yes 

Aleve 

Muscle ache 

44f> mg 

po 

hid 

15-A PR-2001 

15-A PR-2001 

041 

M-S 

No 








042 

M-S 

Yes 

Tylenol 

HA 

650 mg 

pu 

lx 

15-MAK-200I 

I5-MAK-200I 




Aleve 

General aches 

440 my 

|KI 

lx 

12-MAR-2001 

12-MAR-200I 




Aleve 

HA 

440 mg 

po 

2.x 

16 MAY 2001 

IR-MAY 2001 

043 

M-S 

Yes 

Tylenol 

HA 

650 nu; 

po 

3x 

I6-JAN-2001 

04-A PR-2001 

044 

M-S 

Yes 

M u It I vi tarn in 

Health 

1/2 lab 

po 

qd 

1999 

ONGOING 




Vitamin E 

Health 

800 iu 

po 

qd 

1999 

ONGOING 




Vitamin C 

Health 

2500 mg 

|X> 

qd 

1999 

ONGOING 

045 

M-S 

No 








046 

M-S 

Yes 

Cimetidine 

Heartburn 

200 mg 

po 

pm 

1996 

ONGOING 

047 

M-S 

Yes 

Risperdal 

Bipolar disorder 

I my 

po 

qd 

01-MAR-2001 

ONGOING 




Bupropion 

Depression 

150 mg 

po 

hid 

2000 

ONGOING 

048 

M-S 

No 








049 

M-S 

Yes 

Multivitamin 

Health 

1 tab 

po 

qd 

1995 

ongoing 




Glucosamine Chondroitcm 

Health 

1 tab 

po 

tic! 

1998 

ONGOING 




ASA 

Anti-thrombolytic 

325 mg 

pu 

qd 

1999 

ONGOING 




Zocor 

Hvpercholeste rolemia 

5 mg 

po 

qd 

2000 

ONGOING 




Vitamin E 

Health 

1000 HJ 

po 

qd 

1999 

ONGOING 




Ginkoba 

Health 

1 tab 

po 

tid 

1999 

ONGOING 

050 

M-S 

Yes 

Ibuprofcn 

Muscle pain 

400 mg 

po 

hid 

19-MAR-200! 

21-MAR-2001 




Etodolac 

Epicondylitis 

400 mg 

po 

tid 

U5-APK-2UU] 

07-JUN-2001 

05! 

M-S 

No 
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Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.5*38 

Concomitant Medications by Subject 
(Page $ of 17) 


Subject 

Number 

Subject 

Classification 1 

Any Medications 
Taken? 

1>U£_ 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

052 

M-S 

Yes 

Multivitamin 

Health 

l tab 

po 

lx wk 

JAN-2000 

ONGOING 




Ibuprofen 

HA 

400 mg 

po 

pm 

01-APR-2001 

01-APR-2001 




Ibuprofen 

HA 

200 mg 

po 

x 1 

24-M AY-2001 

24-M AY-2001 

053 

M-S 

Yes 

Multivitamin 

Health 

1 lab 

po 

3d 

FEB-2001 

ONGOING 




Vitamin C 

Health 

2000 ini’ 

po 

qd 

FEB-2001 

ONGOING 




Tylenol 

Left shoulder pain 

1001) mg 

po 

qd 

20-APK-2U0I 

20-APK-200I 




Nun-aspiiu pain iclicvcr 

Left shoulder pain 

650 mg 

pi) 

lid 

22-Ar*R-200l 

22-APR-200I 

054 

M-S 

Yes 

Ihuprofcn 

HA 

400 mg 

po 

lx 

10-MAR-2001 

I0-MAR-20D1 




Ibuprofen 

HA 

400 mg 

po 

lx 

25-MAR-200I 

25-MAR-200I 

055 

M-S 

Yes 

Tylenol 3 

Left leg/ankie injury 

2 tabs 

po 

once 

21-APR-2001 

21 -APR-2001 




Ibuprofen 

Left leg/anklc pain 

400 mg 

po 

qd 

JAN-2001 

23-ARK-2001 




Men Is vitamins 

Health 

1 tab 

po 

qd 

17-NOV-2000 

ONGOING 

n.sfi 

M-S 

No 








05? 

M-S 

No 








058 

M-S 

Yes 

Aspirin 

1 Ittiidache 

325 mg 

pt> 

pro 

19-APR-200I 

ONGOING 

050 

M-S 

Yes 

Excedrin 

HA 

1-2 tabs 

po 

pm 

1987 

ONGOING 




Nyquil 

Cold symptoms 

2 tbsp 

po 

2 times 

FEB-2001 

FEB-2001 




Tylenol Cold 

Cold symptoms 

2 tabs 

po 

once 

FEB-2001 

FEB-200! 

M0 

M-S 

No 








061 

M-S 

Yes 

Tylenol Sinus 

Chesi congestion and sinus congestion 

1 tab 

po 

pm 

21-MAY-2001 

27-MAY-2001 

062 

M-S 

Yes 

Lithium 

Bi-polar disorder 

300 mg 

po 

hid 

1305 

ONGOING 




Zoloft 

Bi polar disorder 

300 ing 

po 

qd 

1995 

ONGOING 

063 

M-S 

Yes 

Benadryl 

Seasonal allergies 

25 mg 

po 

pm 

0I-FEB-20U1 

ONGOING 

065 

MS 

Yes 

Multiple vitamin 

Health 

1 tab 

po 

pm 

NOV 2000 

ONGOING 


a Subject Classification; M-NS=Male, Non-Smoker^ M-S^Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page 9 of 17) 


Subject 

Number 

Subject 

Classification 3 

Any Medications 
Taken? 

Drue 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

065 

M-S 

Yes 

Tylenol 

Headache 

650 mg 

pti 

once 

24-A PR-2001 

24-A PR-2001 




Advil 

Headache 

400 mg 

po 

once 

24-A PR-2001 

24-A PR-2001 

066 

M-S 

Yes 

Vicodin 

Toolh extraction 

1 tab 

PO 

pm 

23-APR-200I 

ONGOING 

067 

M-S 

Yes 

Dixaphedrine 

Cold s/s 

1 tab 

po 

lx 

01-APR-2001 

0I-ARR-200I 

068 

M-S 

Yet, 

Ibupiofcn 

Pulled muscle in back 

600 mg 

po 

lul 

24-A PR-2001 

ONGOING 




Cycloben 2 aprinc 

Pulled muscle in back 

10 mg 

po 

13-14 doses 

20-A PR-2001 

25-A PR-2001 




Acetaminophen with codeine 03 

Pulled muscle in back 

1 tab 

po 

25 doses 

17-A PR-2001 

19-A PR-2001 




Acetaminophen with codeine 03 

Abscessed tooth 

2 tabs 

po 

q 6 hours 

02-M AY-2001 

07-MAY-200I 




Penicillin 

Abscessed looth 

500 mp 

po 

qid 

02-MAY-200I 

07-MAY-200I 

069 

M-S 

Yes 

ibuprofen 

Mouth pain 

400 mg 

po 

pm 

0»-APR-2001 

05-APK-20UI 




Acetaminophen 

Mouth pain 

200 mg 

[X> 

pm 

I5-MAR-2001 

01-APR-200I 




Propoxyphene Napsylate 

Mouth pain 

1 tab 

po 

pm 

29-MAR-2001 

07-APR-2001 




Pcrcocct 

Mouth pain 

2 tabs 

po 

pm 

08-APR-200I 

21-APR-200I 




Amoxicillin 

Mouth infection 

1 lab 

po 

qd x 10 

I5-MAR-2001 

2 5-MAR-2001 




ibuprofen 

Mouth pain 

200 mg 

po 

3 times 

I2-MAR-20QI 

14-MAR-2001 

071 

F-NS 

Yes 

Ibuprofen 

Headache 

400 mg 

po 

5x 

1999 

11 -MAR-2001 




Multivitamin 

Health 

1 tab 

po 

prn 

1999 

ONGOING 




Nasal spray 

Allergy sxs 

1 spray 

nasal 

2 times per 

APR-2000 

11-MAR-2001 








week 






Aveda acnc treatment 

Facial acne 

1 app 

lop 

pm 

OCT-2000 

ONGOING 




Motrin 

Menstrual cramps 

2 tabs 

po 

pni 

20-MAY-200I 

ONGOING 

072 

r-NS 

Yes 

Ibuprofen 

Headache 

600 mg 

po 

once 

2 5-MAR-2001 

25-MA R-2001 




Ibuprofen 

Headache 

200 mg 

po 

once 

04-APR-200I 

04-APR-2001 




2ovirax 

Cold sore 

5% 

top 

pm 

01 -JUN-2001 

04-JUN-2001 




Sulfacetamide 

Conjunctivitis 

1 drop 

od 

tid 

04-JUN-2001 

07-JUN-200I 

073 

F-NS 

No 








074 

F-NS 

Yes 

Multivitamin 

General health 

1 tab 

po 

4 limes per 

1998 

ONGOING 




Xenadrine 

F.nergy during work out 

2 tabs 

po 

week 

-l limes per 

inqo 

APR-2001 


week 


" Subject Classification: M-NS-Malc, Non-Smoker; M-S-Male, .Smoker; F-NS= Female. Non-Smoker: F-S=Female. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page I Oof 17) 


Subject 

Number 

Subject 

Classification 3 

Any Medications 
Taken? 

Dray 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

074 

F-NS 

Yes 

Lo/Ovral 

Ural contraceptive 

1 pill 

p» 

qhs 

1999 

2U-MAY-200I 




Mircelle 

Oral contraceptive 

1 pill 

pu 

l|1lS 

21-MAY-2001 

ONGOING 

1375 

F-NS 

Yes 

Multivitamin 

Health 

1 tab 

po 

qd 

09-MAY-200I 

ONGOING 

076 

F-NS 

Yes 

Demufen 

Oral contraceptive 

1 lab 

po 

qd 

1995 

ONGOING 




Tylenol 

I kadache 

1000 mg 

po 

1 xmo 

1992 

ONGOING 

077 

r-NS 

Yes 

Joint (bi inula 

Supplement 

1 cap 

po 

x2 qtl 

MAR-2001 

24-APR-20O1 




Adipcx 

Appetite suppresant 

18.75 mg 

po 

qd 

20-APR-200I 

ONGOING 

078 

F-NS 

No 








079 

F-NS 

No 








080 

F-NS 

Yes 

Aspirin 

Aches and pains 

650 mg 

po 

once 

16-MAR-200I 

16-MAR-2001 




Vitamin E 

Skin sores 

200 iu 

lop 

once 

28-MAR-200I 

28-MAR-2001 




Calcium 

Heartburn 

400 my 

po 

once 

09-A PR-2001 

09-A PR-2(H) 1 




Caladryl Clear 

Rash 

NA 

top 

pm 

29-A PR-2001 

30-A PR-2001 




Aspirin 

Sore throat, diarrhea, and stomach qucasincss 

650 my 

po 

pm 

02-MAY-200I 

I3-MAY-200I 

081 

F-NS 

Yes 

Multivitamin 

Health 

1 iat> 

po 

qd 

1998 

ONGOING 




Cod liver oil 

Health 

Unknown 

po 

qd 

2001 

ONGOING 




Natural B 

Health 

1 tab 

po 

qd 

1999 

ONGOING 




Aspirin 

Health 

325 mg 

po 

qd 

1998 

ONGOING 




Aleve 

Headache 

440 mg 

po 

once 

28-MAR-200I 

28-MAR-20OI 

082 

F-NS 

Yes 

Aspirin 

Headache 

650 mg 

po 

once 

I5-APR-2001 

15-A PR-2001 

083 

F-NS 

Yes 

Ncosporin 

Cut on right 5th digit 

NA 

top 

once 

14-A PR-2001 

14-APR-2M1 

084 

F-NS 

Yes 

Ibuprofen 

Pulled muscle in back 

200 mg 

po 

611 me s/da y 

17-MAR-2001 

03-APR-2MI 




Ostco Bi-Flcx 

Left knee injury 

I-2 tabs 

po 

qd 

NOV-2001) 

ONGOING 




Turns 

Heartburn 

1 tab ' 

po 

4 

1987 

12-A PR-2001 








times/month 






Menthol sore throat lozenges 

Viral URI 

1 lozenge 

po 

pm 

10-JUN-2001 

I3-JUN-20OI 


a Subject Classification: M-NS~Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S—Female. Smoker. 
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Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 



Listing 16.5-38 

Concomitant Medications by Subject 
(Page II of 17) 


Subject Subject Any Medications 


Number Classification® 

Taken? 

Dm« 

Indication 

Dose 

Route 

Frequency 

Start Date 

Slop Date 

085 F-NS 

Yes 

fistrostep FE 

Oral contraceptive 

1 tab 

po 

qd 

NOV-2600 

ONGOING 



One A Day 

General health 

1 tab 

pr> 

bid 

APR-2001 

ONGOING 

086 F-NS 

Yes 

Advil Cold and Sinus 

Cold symptoms 

1 cap 

po 

hid 

29-MAR-200I 

J0-MAR-2001 



Aytup Nitetime 

Cold symptoms 

2 tabs 

po 

qd 

01-APR-200I 

02-A PR-2001 



Orthotricyclen Tri-tab 

Contraception 

i pm 

po 

qd 

2000 

ONGOING 



Thera- Hu Night Time 

Rhinonhea 

1 packet 

|X. 

pm 

C8-MAY-2001 

(J8-M AY-2001 

087 F-NS 

Yea 

Multivitamin 

Health supplement 

1 tab 

po 

qd 

2000 

ONGOING 

088 F-NS 

Yes 

Orthocycle n 28 day 

Contraception 

1 tab 

po 

qd 

19% 

ONGOING 

089 F-NS 

Yes 

Tylenol 

Root canal 

650 mg 

po 

prn 

21-MAY-2001 

28-MAY-200I 



Ibuprofen 

Root canal 

4UU mg 

po 

pm 

2 8-MAY-2001 




Ltdocaine 

Root canal 

Unknown 

sq 

once 

30-M AY-2001 

30-MAY-2001 

090 F-NS 

Yes 

Ecotrin 

Prophylactic 

81 mu 

po 

qd 

MAR-2001 

ONGOING 



Estriol 

Menopause 

2 my 

po 

bid 

12-MAR-2001 

ONGOING 



Testosterone 

Menopause 

2 mg 

po 

bid 

12-MAR-200I 

H-KJN-2001 



Ibuprofen 

Pain 

200 mg 

po 

pm 

1999 

ONGOING 



Mulli-vilan lin 

Supplement 

1 tab 

po 

qd 

2001 

ONGOING 



Q-Camitinc Plus 

Supplement 

1 tab 

po 

qd 

2000 

ONGOING 



Bilberry herb 

Supplement 

1 tab 

po 

bid 

2000 

ONGOING 



Vitamin E 

Supplement 

400 in 

po 

qd 

1960 

ONGOING 



Glucosamine Sulfate 

Supplement 

500 mg 

po 

pm 

08-MAY-200I 

ONGOING 



Chrondroitine 

Supplement 

400 mg 

po 

pm 

08-MAY-200I 

ONGOING 

091 F-NS 

Yes 

Vitamin E 

General health 

400 iu 

po 

q<i 

1990 

ONGOING 



Vitamin C 

General health 

500 mg 

po 

qd 

1990 

ONGOING 



Multivitamin 

General health 

1 tab 

po 

qd 

1990 

ONGOING 



Vitamin BI2 

General health 

50 meg 

PO 

qd 

NOV-2000 

ONGOING 



Calcium 

General health 

500 mg 

po 

qd 

NOV-2000 

ONGOING 

092 F-NS 

Yes 

One daily vitamin 

Health 

1 tab 

po 

qd 

01-A HR-2001 

ONGOING 



Ginseng Energy 

Health 

1 gel-tab 

po 

qd 

01-A PR-2001 

ONGOING 

a Subject Classification: M- 

-NS=Male, Non-Smoker; M-S=Male, Smoker: 

F-NS= Female, Non-Smoker; F-S=Fcmale, Smoker 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 143.5-38 

Concomitant Medications by Subject 
(Page 12 of 17) 


Subject 

Number 

Subject 

Classification 0 

Any Medications 
Taken? 

Drue 

Indication 



Dnsc 

Route 

Frequency 

Start Date 

Stop Date 

092 

F-NS 

Yes 

Ibuprofen 

Tension 



400 mg 

po 

q 10 days 

1999 

ONGOING 




Ibuprofen 

Menstrual cramps 



200 mg 

po 

3 times 

I3-MAY-200I 

14-MAY-200] 

093 

F-NS 

Yes 

Tylenol 

Menstrual cramping 



650 my 

po 

once 

14-APR-2001 

14-APR-2001 




Acetaminophen 

Menstrual cramping 



1500 mg 

po 

twice 

22-MAY-2001 

22-M AY-2001 




Acetaminophen 

Menstrual cramping 



1000 mg 

po 

once 

21-MAY-2001 

21-MAY-2001 

094 

F-NS 

No 










095 

F-NS 

Yes 

Prempro 

Hormone replacement therapy 



1 tab 

po 

qnd 

DEC-1999 

ONGOING 




Aspirin 

Headache, aches 



325 mg 

po 

1-2 per week 

I99K 

ONGOING 




Hydrochloride Pseudocphcdrine 

Sinus congestion 



30 mg 

po 

1 -2 per week 

1998 

ONGOING 

096 

F-NS 

Yes 

Orthotricyclcn 

Oral contraceptive 



1 tab 

po 

qd 

JAN-2001 

ONGOING 




Acetaminophen 

General aches 



1000 nig 

po 

prn 

1996 

ONGOING 




Ibuprofen 

General aches 



400 mg 

po 

pm 

1996 

ONGOING 




Aspirin 

Cold with aching 



650 mg 

po 

once 

26-MAR-200I 

26-MAR-200I 




Diet fuel 

To promote weight loss with exercise 



2 tabs 

po 

2-3 

16-APR-200I 

ONGOING 










times/week 



097 

F-NS 

Yes 

Denuden 1/35-28 

Contraception 



1 lab 

po 

qd 

AUG-1998 

ONGOING 




B u fieri n 

Cold symptoms 



2 tabs 

po 

bid 

15-APR-2001 

18-APR-200I 




V apor rub 

Cold symptoms 



1 app 

top 

qd 

I6-APR-200I 

17-APR-2001 

098 

F-NS 

Yes 

Motrin 

Menstrual cramps 



400 mg 

po 

pm 

1998 

ONGOING 

099 

F-NS 

Yes 

Loestrin 

Contraception 



1 tab 

po 

qd 

1997 

ONGOING 




Diffeiin 

Acne 



1 app 

top 

2 rimes/week 

0I-MAR-2001 

ONGOING 




Metrocrcam 

Acne 



1 app 

top 

2 timcs/wcck 

OI-MAR-2001 

ONGOING 




Clindamycin 

Acne 



I app 

top 

2 timeit/week 

0I-MAR-200I 

ONGOING 

100 

F-NS 

No 










101 

F-NS 

Yes 

Multivitamin 

Supplement 



1 tab 

po 

qd 

1978 

ONGOING 

102 

F-NS 

Yes 

Tylenol (simply sleep) 

Sleep aid 



50 mg 

po 

once 

22-A PR 2001 

22-APR 2001 


a Subject Classification: M-NS=Male, Non-Smoker; M-S^Mafe. Smoker; F-NS= Female, Non-Smoker; F-S-Female, Smoker 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page 13 of 17) 


Subjeci 

Number 

Subject 

Classification" 

Any Medications 
Taken? 

Drue 

Indication 


Dose 

Route 

Frequency 

Start Date 

Stop Date 

102 

F-NS 

Yes 

Norinvl 

Tiirtli control 


1 tab 

po 

qd 

MAR-2001 

ONGOING 

103 

F-NS 

Yes 

Loestrin 

Contraceptive 


1.5 me 

po 

qd 

2000 

ONGOING 

104 

M-NS 

Yes 

Aspirin a 

Headache, fever 


500 mg 

po 

once 

08-JUN-200I 

08-JIJN-200I 




Novalgina 

Headache, Fever 


500 mg 

pu 

once 

08-JUN-200I 

08-JUN-200I 

105 

M-NS 

Yes 

Ascorbic Acid 

Heatrh 


500 mg 

po 

qd 

APR-2000 

ONGOING 

106 

M-NS 

No 









107 

M-NS 

No 









108 

M-NS 

No 









10S> 

M-NS 

Yes 

Betamcth DIP 

Dry skin 


0.05% 

top 

pm 

NOV-2000 

ONGOING 




C-tnam cream 0.1 

Dry skin 


Unknown 

top 

pm 

NOV-2000 

ONGOING 




Aquapbor 1:1 

Dry skin 


Unknown 

tup 

pm 

NOV-2000 

ONGOING 

M0 

M-NS 

Yes 

Nature made essential 

Health 


1 tab 

po 

qd 

2000 

ONGOING 

111 

M-NS 

Yes 

Ibuprofcn 

Headache 


400 mg 

po 

once 

10- APR-2001 

I0-APR-20OI 

112 

M-NS 

Yes 

Vitamin E 

General health 


400 iu 

po 

qrl 

iogh 

ONGOING 


' 


Avelox 

Cough 


400 mg 

po 

qd 

03-APR-200I 

12-APR-200I 




Zestril 

Hypertension 


5 my 

po 

qd 

02-DEC-2000 

ONGOING 

113 

M-NS 

No 









114 

M-NS 

Yes 

Mnil i vita min pack one a day 

Health 


7 tabs 

po 

pm 

I7-MAR-2C101 

ONGOING 

115 

M-NS 

Yes 

One source multivilamin 

Health 


1 tab 

po 

qwk 

JAN-2001 

MAR-2001 




Vitamin B! 

Mosquito biles prophylaxis 


1 tab 

po 

qd 

0I-MAY-200I 

ONGOING 

116 

M-NS 

Yes 

Multivitamin 

Health 


1 tab 

po 

qd 

NOV-2000 

ONGOING 


a Subject Classification: M-NS=Ma1e, Non-Smoker: M-S-Male, Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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Listing 16.5-38 

Concomitant Medications by Subject 
(Page Hof 17) 


Subject Subject Any Medications 

Number Classification" _ Taken? _ Drug ___ Indication _ _ _ _ _ _Dose_ Route _ Frequency Start Date > Stop Date 


116 

M-NS 

Yes 

Yellow fever vaccine 

Travel to Africa 

Unknown 

im 

xl 

30-APR-20UI 

,«J-APR-2001 




Typhoid vaccine 

Travel 

0.5 cc 

im 

xl 

30-APR-2001 

30-APR-200] 




ratio vaccine 

Travel 

0.5 cc 

im 

xl 

30-A PR-2001 

3n-APR-2001 




Hepatitis A vaccine 

Travel 

1.0 cc 

im 

xl 

30-APR-2001 

30-APR-2001 




Hepatitis B vaccine 

Travel 

1.0 cc 

im 

xl 

30-A PR-2001 

30-APR-2001 




.MMR vaccine 

Travel 

0.5 cc 

im 

xl 

30-A PR-2001 

30-A PR-2001 

[17 

M-NS 

Yes 

Multivitamin 

Health 

] tab 

po 

qd 

1989 

ONGOING 




Cimclidiue 

Acid re due lion 

200 mg 

po 

once 

11-APR-2001 

11-APR-200I 




Naproxen Sodium 

Sore shoulder 

440 mg 

po 

once 

12-A PR-2001 

12-APR-2001 




Tpfnaftale (cream) 

Athletes foot 

1 % 

top 

qd 

20-MAR-2001 

ONGOING 




Glucosamine chondroitin 

Health 

1.5 £ 

po 

qd 

APR-2000 

ONGOING 




Acetaminophen 

Shoulder pain 

650 mg 

po 

once 

22-MAR-2001 

22-MAR-200I 

118 

M-NS 

Yes 

Aspirin 

Headache 

1000 mg 

po 

2x month 

Unknown 

1S-H£B-200I 




Vitamin C 

Health 

500 mg 

po 

qd 

NOV-20OU 

13-JAN-2001 

119 

M-NS 

No 








120 

M-NS 

No 








121 

M-NS 

Yes 

lmrpratuine 

Sleep/anxiety 

50 mg 

po 

qd 

1999 

ONGOING 




Allegra 

Allergies 

60 mg 

po 

bid 

1998 

ONGOING 




Daily multi vitamin 

General health 

1 tab 

po 

qd 

199! 

ONGOING 




Aspirin 

Headache 

650 mg 

po 

pm 

Unknown 

Unknown 

122 

M-NS 

Yes 

Pscudophedrinc 

Nasal congestion 

30 mg 

po 

2x 

08-MAY-2001 

08-MAY-200I 




ASA 

Muscle pain 

325 mg 

po 

pm 

Unknown 

15-A PR-2001 




Pepto Bismol 

Stomach pain 

1/2-1 tab 

po 

pm 

Unknown 

11-A PR-2001 

123 

M-NS. 

Yes 

B complex 

General health 

1 lab 

po 

qd 

2000 

ONGOING 




Antioxidant vitamin supplement 

General health 

1 soft gel 

PO 

qd 

1996 

ONGOING 




Vitamin C 

General health 

500 mg 

pr> 

bid 

1996 

ONGOING 




■ Odorless garlic 

General health 

73.5 mg 

pn 

qd 

2000 

ONGOING 




Cod liver oil 

Genera] health 

1 soft gel 

po 

qd 

2000 

ONGOING 


* Subject Classification: M-MS=Male < Non-Smoker; M-S^Malc, Smoker; F-NS^ Female. Non-Smoker; F-S-Female, Smoker. 
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RSR 





Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page \ 5 of 17) 


Subject 

Number 

Subject 

Classification'' 1 

Any Medications 
Taken? 

Drue 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Date 

123 

M-NS 

Yes 

Ultra max - 46 

General health 

1 tab 

po 

qd 

2000 

ONGOING 




Saw palmetto 

General health 

900 mg 

po 

bid 

1997 

ONGOING 




Antioxidant formula 

General health 

l soft gel 

po 

qd 

2000 

ONGOING 

124 

M-NS 

No 








125 

M-NS 

Yes 

Aleve 

Headache 

1 tab 

po 

once 

IK-A PR-2001 

18-APR'2()01 




Naproxen 

Back pain 

500 mg 

po 

pm 

12-MAY-2001 

12-M AY-2001 




Cyclnbenzaprine 

Bock pain 

10 mg 

po 

pm 

01-MAY-2001 

ONGOING 




Rnxicet 

Migrane 

325 mg 

po 

qd 

13-JUN-200I 

f 3-J UN-2001 




Amerce 

Migrane 

2.5 mg 

po 

qd 

I4-JUN-200I 

14-JUN-200I 

126 

M-NS 

Yes 

Aspirin 

Prophylaxis 

81 mg 

po 

qd 

1990 

ONGOING 




Multivitamin 

Supplement 

1 tab 

po 

qd 

1990 

ONGOING 

127 

M-NS 

No 








128 

M-NS 

Yes 

Ibuprofcn 

Headache 

200 mg 

po 

once 

08-MAY-200I 

08-MAY-200I 

129 

M-NS 

Yes 

Aspirin 

Sure back 

G50 mg 

po 

once 

15-APR-200I 

15-A PR-2001 




Acetaminophen 

Headache 

650 mg 

po 

once 

10-APR-2001 

10-APR-2001 

130 

M-NS 

No 








13! 

M-NS 

Yes 

Histenol forte 

Nasal congestion 

2 tabs 

po 

twice 

G9-MAY-2001 

09-M AY-2001 

132 

M-NS 

No 








133 

M-NS 

No 








134 

M-NS 

Yes 

Vicodin 

Broken finger 

1 tab 

po 

pm 

23-APR-2001 

28-A PR-2001 




Fentanyl 

Broken finger 

50 meu 

iv 

xl 

18-.VI AY-2001 

18-MAY-2001 




Hydromorphonc 

Broken finger 

I mg 

iv 

*i 

18-M AY-2001 

18-M AY-2001 




Propofol 

Broken finger 

200 mg 

iv 

xl 

18-MAY-2001 

18-MAY-2001 




Lidocainc 

Broken finger 

40 mg 

iv 

Xf 

I8-MAY-2001 

18-M AY-2001 


1 Subject Classification: M-NS=Malc, Non-Smoker; M-S-Mate, Smoker; F-XS- Female, Non-Smoker; F-S=Female, Smoker. 
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PM3006630433 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-38 

Concomitant Medications by Subject 
(Page 16 of 17} 


Subject Subject Any Medications 


Number Classification 3 

Taken? 

Diuk 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Dale 

134 M-NS 

Yes 

Midazolam 

Broken finger 

2 mg 

iv 

xl 

1N-MAY-200I 

18-MAY-2001 



Droperldof 

Broken finger 

0.625 mg 

iv 

xl 

18-M AY-2O01 

18-M AY-2001 



Cleocin 

Broken finger 

900 mg 

iv 

xl 

I8-MAY-200I 

18-MAY-2001 



Nitrous oxide 

Broken finger 

Unknown 

inh 

xl 

18-MAY-2001 

18-M AY-2001 



Seroflurane 

Broken finger 

Unknown 

mil 

xl 

18'M AY-2001 

I8-MAY-2001 



Desflurane 

Broken finger 

Unknown 

inh 

xl 

18-M AY-2 001 

18-MAY-2001 



Ditandid 

Broken finger 

0.4 mg 

iv 

xl 

I8-MAY-200I 

18-MAY-2001 



Vicodin 

Broken linger 

2 tabs 

po 

lllx 

I8-MAY-2UOI 

21 -MAY-2001 



Vicodin 

Broken finger 

2 tabs 

pu 

xl 

254MAY-200I 

25-MAY-2001 



Ibuprofen 

HA 

400 mg 

po 

xl 

27-MAY-2001 

27-MAY-2001 



Vicodin 

Broken finger 

1 tab 

po 

xl 

I2-JIJN-2001 

12-J UN-2001 

135 M-NS 

No 








500 F-NS 

Yes 

Ibuprofen 

Headache 

4UU mg 

po 

once 

21-APR-2WU 

21-APR-2001 



NcCon 

Contraception 

1 tab 

po 

qd 

SEP-2000 

ONGOING 

501 F-NS 

Yes 

Vitamin E 

Supplement 

200 iu 

po 

qd 

1980 

ONGOING 



Chromium picolinate 

Supplement 

200 meg 

po 

qd 

2001 

ONGOING 



Mela-cal 

Supplement 

I tab 

po 

qd 

2001 

ONGOING 



Mu ft iviia tnm 

Supplement 

1 tab 

po 

qd 

2001 

ONGOING 



CdQ 10 

Supplement 

l tab 

P» 

qd 

2001 

ONGOING 



Primrose oil 

Supplement 

500 mg 

po 

qd 

2001 

ONGOING 



B-6 Vitamin 

Supplement 

100 mg 

po 

qd 

2001 

ONGOING 



Flax oil 

Supplement 

1 tab 

po 

qd 

2001 

ONGOING 

502 F-S 

Yes 

OPC-3 nutritional supplement 

Health 

3-4 caps 

po 

qd 

1999 

ONGOING 



Antioxidants 

Health 

1 cap 

po 

qd 

1999 

ONGOING 



Thermticliiimte 

Wt. loss 

2-3 tabs 

pu 

qd 

JAN-2001 

ONGOING 



Aloe vera juice 

Health 

1-2 oz 

po 

qd 

1999 

ONGOING 



Digestive enzymes 

Health 

4 caps 

po 

qd 

JAN-2001 

ONGOING 

503 F-S 

Yes 

Tri-Phasil 

Birth control 

1 tab 

po 

qd 

DEC-2000 

ONGOING 

504 F-S 

Yes 

Womens prime mufti 

Health 

2 tabs 

po 

qd 

JAN-2001 

ONGOING 

1 Subject Classification: M-NS= 

L Male, Non-Smoker; M-S=Male. Smoker; F-NS™ 

Female. Non-Smoker; F-S~Femalc, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 



listing 16.5-38 

Concomitant Medications by Subject 
(Page 17 of 17) 


Subject 

Number 

Subject 

Classification 3 

Any Medications 

Taken? Drue 

Indication 

Dose 

Route 

Frequency 

Start Date 

Stop Dale 

504 

F-S 

Yes 

Loprox 

Toenail fungus 

i app 

lop 

bid 

APR-2001 

ONGOING 




Aspirin 

Headache 

325 mg 

po 

oncc/month 

1981 

ONGOING 

505 

P'-NS 

Yes 

Turns with calcium 

Supplement 

2 tabs 

po 

bid 

SEP-2000 

ONGOING 




Tylenol 

Finger laceration 

650 mg 

po 

once 

2C-APR-2001 

26-APR-2001 

506 

F-S 

Yes 

Zycam 

Fluid tri ears 

2 sprays 

in 

3x 

02-A PR-2001 

04-A PR-2001 




Ibuprofen 

Headaches, toothache 

400-600 rug 

po 

pm 

199* 

ONGOING 




Aspirin 

Headaches, muscle achca 

650 mg 

po 

pm 

1981 

ONGOING 




Kava-Kava lea 

Health 

1 H. cup 

po 

lx 

21-APR-2001 

21-APR-2001 




Zomeg 

Headache 

2.5 mi; 

po 

pm 

05-JUN-200I 

05-J UN-2001 




Vitamin C drink 

Health 

1 drink 

po 

i* 

2I-APR-200! 

21-APR-2001 


0 Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS“ Female, Non-Smoker; K-S~Female, Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-39 

Subject Dispositions 
(Page 1 of 8) 

Subject 

Number 

Subject 

Classification 3 

Comp] cted/ With drawn 

Dale 

Investigator 

Comments 

00! 

F-S 

Completed 

1 l-JUN-2001 


002 

F-S 

Completed 

1 l-JUN-2001 


003 

F-S 

Completed 

I4-JUN-200I 


004 

F-S 

Completed 

1 l-JUN-2001 


005 

r-s 

Completed 

08-Jl IN-2001 


006 

F-S 

Completed 

I2-JUN-200I 


007 

F-S 

Completed 

i i-JUN-2001 


008 

F-S 

Completed 

15-JUN-200I 

- 

009 

F-S 

Completed 

1 l-JUN-2001 


010 

F-S 

Withdrawn 

I5-MAY-2001 

Subject withdrew consent, subject withdrew after Week 2 did not show for Weel 

Oil 

F-S 

Completed 

1 7-JUN-2001 


012 

F-S 

Completed 

I6-JUN-300! 


013 

F-S 

Completed 

1 l-JUN-2001 


014 

F-S 

Completed 

1 l-JUN-2001 


015 

F-S 

Completed 

1 l-JUN-2001 


016 

F-S 

Completed 

1 l-JUN-2001 


017 

F-S 

Completed 

14-JUN-200I 


0IS 

F-S 

Completed 

I2-J1JN-2001 



a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-$=Female, Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-59 
Subject Dispositions 
(Page 2 of 8) 

Subject Subject Investigator 

Number _ Classification 3 _ Completed/Withdrawn _ Date _ Comments _ 


019 

F-S 

Completed 

13-J UN-2001 

020 

F-S 

Completed 

I3-JUN-2001 

021 

F-S 

Completed 

17-JUN-200I 

022 

F-S 

Completed 

I2-JUN-200I 

023 

r-s 

Completed 

1 l-JUN-2001 

024 

F-S 

Completed 

I3-JUN-2001 

025 

F-S 

Completed 

17-JUN-2001 

026 

F-S 

Completed 

16-JUN-2001 

027 

F-S 

Completed 

13-J UN-2001 

028 

F-S 

Completed 

I2-JUN-200I 

029 

F-S 

Completed 

15-JUN-2001 

030 

F-S 

Completed 

I2-JUN-20QI 

031 

F-S 

Completed 

15-JCJN-200I 

032 

F-S 

Completed 

18-J UN-2001 

033 

F-S 

Completed 

18-JUN-2001 

034 

F-S 

Completed 

18-JUN-2001 

035 

F-S 

Completed 

13-JUN-2001 

036 

M-S 

Completed 

1 l-JUN-2001 


a Subject Classification: M-NS=Ma1e, Non-Smoker; M-S=Male. Smoker; F-NS= Female, Non-Smoker; F-S=Female, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification 3 

Com p 1 etc d/W ith drawn 

Date 

037 

M-S 

Completed 

13-J UN-2001 

038 

M-S 

Completed 

1 l-JUN-2001 

039 

M-S 

Completed 

n-JUN-2001 

040 

M-S 

Completed 

17-J UN-2001 

041 

M S 

Completed 

13-JUN-200I 

042 

M-S 

Completed 

1 l-JUN-2001 

043 

M-S 

Completed 

1 l-JUN-2001 

044 

M-S 

Completed 

14-JIJN-2001 

045 

M-S 

Completed 

1 l-JUN-2001 

046 

M-S 

Completed 

12-JUN-2001 

047 

M-S 

Completed 

J3-JUN-200I 

048 

M-S 

Completed 

I2-JUN-200I 

049 

M-S 

Completed 

1 l-JUN-2001 

050 

M-S 

Completed 

18-JUN-200I 

051 

M-S 

Withdrawn 

03 MAY 2001 

052 

M-S 

Completed 

I2-JUN-200I 

053 

M-S 

Withdrawn 

03-MAY-200I 

054 

M-S 

Completed 

13-JUN-2001 


Listing 16.5-39 
Subject Dispositions 
(Page 3 of 8) 

Investigator 

Comments_ 


Positive drug screen on enrollment 


Positive drug screen at enrollment 


a Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS^ Female, Non-Smoker, F-S-Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Fisling 10.5-39 
Subject Dispositions 
(Page 4 of R) 


Subject Subject 

Numbe r_ Classification" _ Completed/Withdrawn 


055 

MS 

Completed 

056 

M-S 

Completed 

057 

M-S 

Completed 

058 

M-S 

Completed 

059 

M S 

Completed 

060 

M-S 

Completed 

061 

M-S 

Completed 

062 

M-S 

Completed 

063 

M-S 

Completed 

065 

M-S 

Completed 

066 

M-S 

Withdrawn 

067 

M-S 

Completed 

068 

M-S 

Completed 

069 

M-S 

Completed 

071 

F-NS 

Completed 

072 

F-NS 

Completed 

073 

F-NS 

Completed 

074 

F-NS 

Completed 


Investigator 

Date _ Comments _ 

13- JUN-2001 

16- JUN-200I 

17- JUN-200I 

18- JUN-2001 
16 J UN-2001 

14- JUN-200I 
i'4-J UN-2001 

14- JUN-2001 

15- JUN-2001 
1G-JUN-2001 

03-MAY-200I Positive diug screen <it enrollment 05/03/01 
15-J UN-2001 
17-JUN-2001 
13-JUN-200I 
12-JUN-2001 

12- JUN-2001 

13- JUN-2001 
11-JUN-2001 


" Subject Classification: M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female. Non-Smoker; F-S=Fema1e. Smoker. 
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PM3006630439 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.5-39 
Subject Dispositions 
(Page 5 of 8} 


Subject Subject Investigator 

Number _ Classification' 1 _ Completed/With drawn _ Date Comments 


075 

F-NS 

Completed 

14-JUN-200I 

076 

F-NS 

Completed 

ll-JUN-2001 

077 

F-NS 

Completed 

11-JUN-200I 

078 

F-NS 

Completed 

I3-JUN-200I 

079 

r-NS 

Completed 

ll-JUN-2001 

080 

r-NS 

Completed 

ll-JUN-2001 

081 

F-NS 

Completed 

ll-JUN-2001 

082 

F-NS 

Completed 

I8-JUN-Z001 

083 

F-NS 

Completed 

I2-.II IN-2001 

084 

F-NS 

Completed 

I3-JUN-2001 

085 

F-NS 

Completed 

ll-JUN-2001 

086 

F-NS 

Completed 

12-JUN-200I 

087 

F-NS 

Completed 

ll-JUN-2001 

088 

F-NS 

Completed 

1 l-JUN-2001 

089 

F-NS 

Completed 

. ll-JUN-2001 

090 

F-NS 

Completed 

I2-JUN-200I 

091 

F-NS. 

Completed 

12-JUN-200I 

092 

F-NS 

Completed 

14-J UN-2001 


1 Subject Classification: M-NS-Male, Non-Smoker; M-S=Male, Smoker; F-NS= Female, Non-Smoker; F-S-=Female. Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification 0 

Completed/Withdrawn 

Date 

093 

F-NS 

Completed 

13-JUN-2001 

094 

F-NS 

Completed 

13-JUN-200I 

095 

F-NS 

Completed 

12-JUN-2001 

096 

F-NS 

Completed 

17-J UN-2001 

097 

F-NS 

Completed 

16-JUN-200I 

098 

F-NS 

Completed 

1I-JUN-200I 

099 

F-NS 

Completed 

ii-J UN-2001 

100 

F-NS 

Completed 

14-JUN-2001 

101 

F-NS 

Completed 

I7-JUN-2001 

102 

F-NS 

Completed 

12-JUN-2001 

103 

F-NS 

Completed 

I8-JUN-200I 

104 

M-NS 

Completed 

1 WUN-2001 

105 

M-NS 

Completed 

14-J UN-2001 

100 

M-NS 

Completed 

1 I-JUN-2Q0I 

107 

M NS 

Completed 

16-JUN 2001 

108 

M-NS 

Completed 

I3-JUN-200I 

109 

M-NS 

Completed 

ll-JUN-2001 

110 

M-NS 

Completed 

I2-JUN-200I 

a Subject Classification: 

M-NS=Male, Non-Smoker; M-S=Male, Smoker; F-NS= 

Female, Non-Smoker; 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification 3 Con 

ipleted/Withdrawn 

Date 

111 

M-NS 

Completed 

ll-JUN-2001 

112 

M-NS 

Completed 

1 l-JUN-2001 

113 

M-NS 

Withdrawn 

15-MAY-2001 

114 

M-NS 

Completed 

14-J UN-2001 

115 

M NS 

Completed 

15 JUN 2001 

116 

M-NS 

Completed 

Q8-JUN-200I 

117 

M-NS 

Completed 

1‘3-JUN-^00i 

118 

M-NS 

Completed 

I2-JUN-200I 

119 

M-NS 

Completed 

12-JUN-200I 

120 

M-NS 

Completed 

ll-JUN-2001 

121 

M-NS 

Completed 

ll-JUN-2001 

122 

M-NS 

Completed 

I3-JUN-2001 

123 

M-NS 

Completed 

I2-JUN-200I 

124 

M-NS 

Completed 

13-JUN-200] 

125 

M-NS 

Completed 

18-JUN-2001 

126 

M-NS 

Completed 

12-JUN-200I 

127 

M-NS 

Completed 

1 l-JUN-2001 

128 

M-NS 

Completed 

13-JUN-200I 

0 Suhject Classification'. M-NS-Male. Non-Smoker; M-S= 

=Male. Smoker; F-NS- 

Female, Non-Smoker; 
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Investigator 

Comments 


Subject dropped out of study before completing Week 3 due to family emergency 


F-S= Female. Smoker 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Subject 

Number 

Subject 

Classification 3 Com 

plcted'With drawn 

Date 

129 

M-NS 

Completed 

1 l-JUN-2001 

120 

M-NS 

Completed 

13-JUN-2001 

131 

M-NS 

Completed 

12-JUN-2001 

132 

M-NS 

Completed 

15-J UN-2001 

133 

M-NS 

Completed 

14-JUN-2001 

134 

M-NS 

Completed 

I8-JUN-2001 

135 

M-NS 

Completed 

12-JUN-200I 

500 

F-NS 

Completed 

1I-JIJN-200I 

501 

F-NS 

Completed 

14-JUN-20D1 

502 

F-S 

Completed 

14-JUN-200I 

503 

r-s 

Completed 

1 l-JUN-2001 

504 

F-S 

Completed 

12-JUN-2001 

505 

F-NS 

Completed 

12-JUN-200I 

506 

F-S 

Completed 

1 l-JUN-2001 

Subjc-ct Classification: 

M NS-Mole, Non-Smoker; M-S“ 

Male, Smoker; F-NS- 

Female. Non-Smoker; 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-1 

Duration uf Smoking for Smokers by Subject 
(Page 1 of 5) 


Subject 

Number 

Subject 

Classification' 

Approximate Duration 1 ' 

(years) 

001 

F-S 

13 

002 

F-S 

19 

003 

F-S 

No Response 

004 

F-S 

15 

005 

F-S 

4 

006 

F-S 

30 

007 

F-S 

23 

008 

F-S 

20 

009 

F-S 

37 

010 

F-S 

0 

on 

F-S 

38 

012 

F-S 

20 

013 

F-S 

17 

014 

F-S 

13 

015 

F-S 

2 

016 

F-S 

27 

017 

F-S 

7 

" Subject Classification: M-NS r 

"Male, Non-Smoker; M-S=Male, Smoker; F-NS^ 

Female, Non-Smoker; F-S=!emale, Smoker. 


6 Approximate Duration is as reported or as calculated from the difference between Screening and the reported start date to the 
nearest number of years. Where there is only a year reported, January' I * 1 was used for the calculation. Where there is a 
month and year reported, the first of the reported month was used for the calculation. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-1 

Duration of Smoking for Smokers by Subject 
(Page 2 of 5) 


Subject 

Number 

Subject 

Classification” 

Approximate Duration* 
(vcar$) 

018 

F-S 

10 

019 

F-S 

7 

020 

F-S 

23 

021 

F-S 

8 

022 

F-S 

14 

023 

K-S 

28 

024 

F-S 

27 

025 

F-S 

20 

026 

F-S 

38 

027 

F-S 

26 

028 

F-S 

6 

029 

F-S 

5 

030 

F-S 

26 

031 

r-s 

5 

032 

F s 

9 

033 

F-S 

5 

034 

F-S 

22 


a Subject Classification: M-NS^Male, Non-Smoker; M-S=Malc. Smoker; F-NS= Female. Non-Smoker; F-S—Female. Smoker. 
h Appro* i mate Duration is as reported or as calculated from the difference between Screening and the reported start date to the 
nearest number of years. Where there is only a year reported, January I '* was used for the calculation. Where there is a 
month and year reported, the first of the reported month was used for the calculation. 
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RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 10.6-1 

Duration of Smoking for Smokers by Subject 
(Page 3 of 5) 


Subject 

Number 

Subject 

Classification 3 

Approximate Duration^ 

(years) 

035 

F-S 

23 

036 

M-S 

24 

03? 

M-S 

2 

038 

M-S 

15 

030 

M-S 

41 

040 

M-S 

6 

041 

M-S 

23 

042 

M-S 

5 

043 

M-S 

13 

044 

M-S 

17 

045 

M-S 

11 

046 

M-S 

y 

047 

M-S 

12 

048 

M-S 

8 

019 

M-S 

52 

050 

M-S 

18 

051 

M-S 

2 


a Subject Classification: M-NS=Malc, Non-Smoker, M-S-Male. Smoker. F-NS- Female. Non-Smoker; F-S — Female, Smoker. 
b Approximate Duration is as reported or as calculated from the difference belween Screening and the reported start date to the 
nearest number of years, Where there is only a year reported. January I* 1 was used for the calculation. Where there is a 
month and year reported, the first of the reported month was used for the calculation. 
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Protocol No, PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-1 

Duration of Smoking for Smokers by Subject 
(Page 4 of 5) 

Subject Subject Approximate Duration 1 " 

Number _ Classification 1 _ (years) _ 


052 

M-S 

9 

05* 

M-S 

26 

054 

M-S 

6 

055 

M-S 

28 

056 

M-S 

30 

057 

M-S 

7 

058 

M-S 

8 

050 

M-S 

26 

060 

M-S 

5 

061 

M-S 

4 

062 

M-S 

28 

063 

M-S 

10 

065 

M-S 

5 

066 

M-S 

3 

067 

M-S 

10 

068 

M-S 

15 

069 

M-S 

6 


A Subject Classification: M-NS~Malc, Non-Smoker; M-$=Ma1c, Smoker; F-NS= Female. Non-Smoker; F-S^remale, Smoker. 
h Approximate Duration is as reported or as calculated from the difference between Screening and the reported start date to the 
nearest number of years. Where there is only a year reported. January P‘ was used for the calculation. Where there is a 
month and year reported, the first of the repotted month was used for the calculation. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-1 

Duration of Smoking for Smokers by Subject 
(Page 5 of 5) 

Subject 

Subject 

Approximate Duration* 


Number 

Classification 1 ' 

(years) 


502 

F-S 

24 


503 

FS 

9 


504 

F-S 

40 


506 

F-S 

3 



3 Subject Classification. M-NS Male, Nun-Smoker, M-S-Male. Sinokei, F-NS-- Female, Non-Smoker; F-S Female. Smoker. 
h Approximate Duration is as reported or as calculated from the difference between Screening and the reported start date to the 
nearest number of yeens. Where there is only a year reported, January P 1 was used for the calculation. Where there is a 
month and year reported, the first of the reported month was used for the calculation. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 1 of 10) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Dale 

Slop 

Dale 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Buits/Fillers 
Collected 

00i 

F-S 

Week 1 

06-MAY-200I 

09-MAY-20QI 

07:02 

57 

57 



Week 2 

1 l-MAY-2001 

14-MAY-2001 

06:57 

49 

47 



Week 3 

19-MAY-2001 

22-MAY-200I 

06:55 

S3 

53 



Week 6 

08-JLJN-2001 

1 l-JHN-2001 

06:55 

56 

54 

002 

r-s 

Week 1 

06-MAY-200I 

O9-MAY-200I 

05:45 

68 

68 



Week 2 

11-MAY-2001 

14-M AY-2001 

06:55 

65 

62 



Week 3 

21-MAY-2001 

24-MAY-200L 

06:10 

47 

47 



Week 0 

08-JUN-2001 

n-JUN-2001 

05.43 

57 

57 

00.1 

F-S 

Week I 

0R-MAY-2001 

1 l-MAY-2001 

11:45 

14 

18 



Week 2 

15-MAY-200I 

18-M AY-2001 

11:09 

21 

21 



Week .3 

21-MAY-2001 

24-MAY-2001 

11:50 

15 

14 



Week 6 

1 l-JUN-200! 

I4-JUN-2001 

Unknown 

15 

16 

004 

F-S 

Week 1 

U6-MAY-200I 

09-MAY-2001 

12:45 

30 

31 



Week 2 

1 l-MAY-2001 

14-M AY-2001 

08:32 

35 

35 



Week 3 

I9-MAY-200I 

22-MAY-2001 

11:10 

36 

36 



Week 6 

08-J UN-2001 

1 l-JUN-2001 

11:20 

38 

38 

005 

F-S 

Week 1 

06-MAY-2001 

09-M AY-2001 

07:20 

13 

13 



Week 2 

1 l-MAY-2001 

14-M AY-2001 

Unknown 

18 

1? 



Week i 

20-MAY 2001 

23 MAY 2001 

Unknown 

12 

12 



Week 6 

05-JUN-2001 

08-J IJN-2001 

0615 

12 

n 

006 

F-S 

Week 1 

06-M AY-2001 

09-MAY-2001 

07:06 

60 

60 



Week 2 

I2-MAY-2001 

I5-MAY-20O1 

12:3.3 

59 

GO 



Week 3 

19-M AY-2001 

22-MAY-200! 

10:30 

69 

68 



Week (, 

09-JUN-200I 

12-JUN-2001 

12:50 

62 

61 

007 

F-S 

Week 1 

06-M AY-2001 

09-M AY-2001 

14:00 

51 

46 



Week 2 

14-M AY-2001 

17-MAY-2001 

13:27 

70 

51 



Week 3 

22-MAY-200I 

2 5-M AY-2001 

08:00 

65 

60 



Week 6 

08-JUN-200I 

1I-JUN-2001 

08:00 

69 

60 


a Subject Classification: M-S=Malc, Smoker; F-S=Fcmalc. Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 2 of 10) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Date 

Stop 

Date 

Time of Last Cigarette 
Prinrtn Visit 

Number Snwked 

Per Diary 

Number Bulls/Fillers 
Collected 

008 

F-S 

Week 1 

11-MAY-2001 

14-M AY-2001 

09:45 

77 

77 



Week 2 

15-M AY-2001 

18-MAY-200I 

09:20 

63 

64 



Week 3 

21-MAY-2001 

24-tM AY-2001 

08:10 

64 

63 



Week 6 

12-JIJN-2001 

15-JUN-2001 

09:40 

73 

72 

009 

F-S 

Week 1 

nO-MAY-2001 

00-MAY-200I 

06:10 

38 

40 



Week 2 

11-MAY-2001 

14-MAY-2001 

12:21 

45 

46 



Week 3 

18-MAY-2001 

2 l-MAY-2001 

12.15 

46 

52 



Week 6 

08 JUN.2001 

11 JUN 2001 

12:10 

38 

46 

010 

F-S 

Week 1 

08-Y1AY-2001 

11-MAY-2001 

14:30 

7 

8 



Week 2 

12-MAY-200I 

15-M AY-2001 

14:11 

12 

15 

Oil 

F-S 

Week l 

06-M AY-2001 

09-M AY-2001 

05:30 

91 

92 



Week 2 

I7-MAY-200I 

20- MAY-2001 

12:00 

84 

84 



Week 3 

22-MAY-200I 

25-MAY-200I 

09:00 

67 

67 



Week 6 

I4-JUN-2001 

17-JUN-2001 

11:05 

76 

76 

012 

F-S 

Week 1 

06-MAY-200I 

09-MAY-200I 

05:45 

83 

69 



Week 2 

13-M AY-2001 

16-M AY-2001 

12:02 

71 

75 



Week 3 

21-MAY-2001 

24-M AY-2001 

10:20 

67 

80 



Week 6 

I3-JUN T -200I 

16 JUN 2001 

10:45 

69 

69 

013 

F-S 

Week 1 

06-M AY-2001 

09-MAY-2001 

08:10 

66 

66 



Week 2 

11-MAY-2001 

14-M AY-2001 

08:31 

72 

12 



Week 3 

20-MAY-2001 

2 l-MAY-2001 

08:40 

69 

70 



Week 6 

08-JUN-2001 

■ 1 -JUN-2001 

08:20 

73 

73 

014 

F-S 

Week t 

06-M AY-2001 

09-M AY-2001 

08:0S 

56 

56 



Week 2 

1 l-MAY-2001 

14-MAY-2001 

07:50 

56 

<6 



Week 3 

18-M AY-2001 

2I-MAY-2001 

08:04 

53 

53 



Week 6 

08-JUN-2001 

ll-JUN-2001 

07:56 

51 

54 

015 

F-S 

Week 1 

07-M AY-2001 

09-M AY-2001 

09:00 

9 

9 



Week 2 

l l-MAY-2001 

14-M AY-2001 

07:21 

13 

5 



Week 3 

1 8-MAY-2001 

2t-MAY-20ni 

00;00 

14 

14 



Week 0 

OR Jl'N-2001 

1 l-JUM-2001 

08:00 

1(1 

HI 

9 Subject Classification: M-$= 

=Male, Smoker, F-S=Female. Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 3 of 10) 


Subject 

Number 

Subject 

Classification* 

Timcpoint 

Stan 

Date 

Slop 

Date 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Rults/Fillers 
Collected 

016 

F-S 

Week L 

06-MAY-2001 

09-MAY-2001 

06:43 

31 

33 



Week 2 

12-MAY-2001 

15-M AY-2001 

11:40 

34 

34 



Week 3 

19-M AY-2001 

22-MAY-2001 

11:45 

34 

34 



Week <3 

08-JUN-200I 

11 -JUN-2001 

11:35 

46 

46 

(117 

F-S 

Week 1 

06-MAY-2001 

09-M AY-2001 

0845 

74 

76 



Week 2 

22-MAY-2001 

25-M AY-2001 

08:16 

72 

71 



Week 3 

2 7-M AY-2001 

30-MAY-2001 

07:45 

71 

72 



Week 6 

II-J UN-2001 

14-JUN-2001 

OB:40 

79 

74 

018 

F-S 

Week 1 

06-MAY-2001 

09-M AY-2001 

06:40 

23 

23 



Week 2 

I2-MAY-2001 

15-MAY-2001 

06:42 

27 

27 



Week 3 

I9-MAY-2001 

22-MAY-2001 

06:45 

29 

29 



Week 6 

09-JUN-20UI 

12-J UN-2001 

11:35 

22 

21 

019 

F-S 

Week 1 

OS-MAY-2001 

11 MAY-2001 

11:45 

15 

15 



Week 2 

14-MAY-2001 

17-M AY-2001 

06:40 

14 

14 



Week 3 

19-MAY-200I 

22-MAY-2001 

06:55 

15 

15 



Week 6 

10-JUN-200I 

13-JUN-2001 

09:00 

17 

17 

020 

F-S 

Week 1 

06-MAY-200I 

09-MAY-2001 

10:35 

101 

102 



Week 2 

J3-MAY-2001 

1 6-MAY-200! 

10:25 

96 

96 



Week 3 

20-MAY-2001 ■ 

23-MAY-2001 

10:30 

98 

OS 



Week f> 

IO-JUN-2001 

I3-JUN-2001 

10:19 

73 

97 

021 

F-S 

Week 1 

07-MAY-200I 

lfl-MAY-2001 

14:00 

34 

33 



Week 2 

1 l-MAY-2001 

14-MAY-2001 

14:26 

19 

22 



Week 3 

2I-MAY-2001 

24-MAY-2001 

14:00 

29 

27 



Week 6 

I4-JUN-200I 

17-J UN-2001 

11:00 

16 

14 

022 

F-S 

Week f 

08-MAY-2001 

10-MAY-2001 

Of.: 10 

48 

44 



Week 2 

14-MAY-2001 

17-MAY-2001 

06:00 

63 

64 



Week 3 

2J-MAY-200I 

24-MA Y-200J 

05:40 

42 

42 



Week 6 

09-JUN-2U0I 

12-JUN-2U01 

U5:50 

66 

65 


a Subject Classification; M-S~Male, Smoker; F-S=Female, Smoker. 
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Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 4 of fO) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

Start 

Dale 

Stop 

Date 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Butts/Filters 
Collected 

023 

F-S 

Week 1 

07-MAY-2001 

00-M AY-2001 

06:20 

45 

44 



Week 2 

14-MAY-2001 

17-MAY-2001 

06:34 

30 

30 



Week 3 

21 -MAY-2001 

24-M AY-2001 

05:45 

25 

25 



Week 6 

08-JUN-200I 

1J-JUN-200I 

15:30 

25 

16 

024 

F-S 

Week 1 

08-MAY-200I 

11 -MAY-2001 

06:50 

49 

54 



Week 1 

15-M AY-2001 

18-MAY-2001 

06:35 

44 

45 



Week 3 

22-MAY-2001 

25-MAY-2001 

08:13 

49 

49 



Week 6 

I0-JUN-2001 

I3-JUN-20OI 

06:50 

39 

39 

025 

F-S 

Week 1 

07-MAY-200I 

IO-MAY-2001 

10:30 

33 

35 



Week 2 

17-M AY-2001 

20-MAY-2001 

08:30 

20 

26 



Week 3 

22-MA Y-2001 

25-M AY-2001 

11:00 

36 

36 



Week 6 

14-JUN-2001 

17-J UN-2001 

11:20 

46 

46 

026 

F-S 

Week 1 

08-MAY-2001 

II MAY-2001 

10:30 

83 

88 



Week 2 

11-MAY-2001 

14-MAY-200I 

09:58 

84 

82 



Week 3 

21-MAY-200! 

24-M AY-2001 

10:55 

91 

92 



Week 6 

13-J[ IN-2001 

lfi-JUN-2001 

10:55 

83 

82 

027 

F-S 

Week 1 

OS-M AY-2001 

ji-May-2001 

08:20 

49 

47 



Week 2 

13-M AY-2001 

16-MAY-2001 

10:17 

49 

48 



Week 3 

18-M AY-2001 

21-MAY-200I 

08:50 

45 

45 



Week 6 

I0-JUN-2O01 

I3-JUN-2001 

10:03 

40 

41 

028 

F-S 

Week I 

OS-MAY-2001 

M-MAY-2001 

08:40 

67 

67 



Week 2 

14-M AY-2001 

I7-MAY-2001 

08:41 

68 

73 



Week 3 

21-MAY-2001 

24-MA Y-2001 

08:45 

72 

72 



Week 6 

00-JUN 2001 

I2-JUN-200I 

09:00 

68 

68 

029 

F-S 

Week 1 

OS-MAY-2001 

II-MAY-2001 

07:00 

50 

72 



Week 2 

13-MAY-2001 

16-M A Y-2001 

08:48 

56 

55 



Week 3 

18-MA Y-2IXI1 

21-MAY-2001 

09:45 

50 

50 



Week 6 

12-JUN-2001 

15-JUN-200I 

09:45 

50 

49 


a Subject Classification: M-S=Ma!e, Smoker; F-S^ Female, Smoker, 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 5 of 10) 


Subject 

Number 

Subject 

Classification" 

Timepoint 

Start 

Date 

Stop 

Dale 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diarv 

Number Butts/Fi Iters 
Collected 

030 

F-S 

Week I 

07-M AY-2001 

10-MAY-2001 

(0:25 

63 

44 



Week 2 

11-MAY-2O01 

I4-MAY-2001 

06:32 

61 

62 



Week 3 

18-MAY-2001 

21-MAY-2001 

06:52 

62 

62 



Week 6 

09-JUN-200I 

I2-JUY-2001 

06:05 

63 

62 

031 

F-S 

Week 1 

07-MAY-2001 

IO-MAY-2001 

10:15 

17 

17 



Week 2 

12-M AY-2001 

15-MAY-2001 

NA 

16 

16 



Week 3 

20-MAY-2001 

23-MAY-2001 

NA 

5 




Week 6 

12 JlJN-2001 

I5-JUN-200I 

00:00 

2 

2 

032 

F-S 

Week 1 

0S-M AY-2001 

1 l-MAY-2001 

14:10 

48 

48 



Week 2 

17-MAY-200I 

20-M AY-2001 

08:56 

27 

28 



Week 3 

22-MAY-200I 

25-MAY-2001 

08:30 

28 

29 



Week 6 

I5-JUN-200I 

18-JUN-200I 

05:45 

30 

30 

033 

F-S 

Week 1 

08-MAY-2001 

11-MAY 2001 

10:00 

48 

48 



Week 2 

12-MAY-2001 

15-MAY-200I 

22:46 

32 

32 



Week 3 

19-M AY-2001 

22-MAY-2001 

00:00 

62 

63 



Week 6 

15-JUN-20OI 

18-JUK-2001 

NA 

0 

0 

034 

F-S 

Week 1 

08-M AY-2001 

1 l-MAY-2001 

14:40 

46 

47 



Week 2 

J7-MAY-2001 

20-MAY-2001 

08:47 

68 

71 



Week 3 

27-MAY-2001 ’ 

30-MAY-2001 

08:10 

47 

45 



Week 6 

I5-JUN-2001 

18-JUN-200I 

11:56 

37 

38 

035 

rs 

Week 1 

07-MAY-2001 

IO-MAY-2001 

04:30 

52 

51 



Week 2 

13-MAY-2001 

16-M AY-2001 

05:11 

39 

41 



Week 3 

19-MAY-2001 

22-M AY-2001 

05:45 

53 

55 



Week 6 

10 JUN-2001 

13 JlJN-2001 

05:15 

' 05 

68 

036 

M-S 

Week 1 

06-MAY-2001 

09-MAY-2001 

06:30 

51 

51 



Week 2 

I2-MAY-2O0I 

15-M AY-2001 

07:02 

28 

28 



Week 3 

19-MAY-2001 

22-MAY-2001 

06:10 

44 

43 



Week 6 

08-JUN-2001 

ll-J UN-2001 

06:30 

56 

56 


4 Subject Classification: M-S=Male. Smoker; F-S=Female. Smoker. 
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PM3006630454 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.0-2 

Cigarette Collection by Subject 
(Page 6 oflO) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Start 

Dare 

Stop 

Date 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Butts/Filters 
Collected 

037 

M-S 

Week 1 

07-M AY-2001 

I0-MAY-2001 

09:30 

38 

41 



Week 2 

13-M AY-2001 

16-M AY-2001 

06:02 

45 

45 



Week 3 

I9-MAY-2001 

22-M AY-2001 

03:30 

42 

32 



Week 6 

I0-JUN-200I 

13-JUN-200I 

11:00 

39 

49 

035 

M-S 

Week 1 

06-MAY-2001 

09-MAY-2001 

08:35 

55 

53 



Week 2 

11-MAY-2001 

14-MAY-2001 

08:15 

35 

35 



Week 3 

18-MAY-2001 

2 l-MAY-2001 

08:45 

73 

73 



Week 6 

OB-J UN-2001 

1 l-JUN-2001 

08:30 

15 

15 

039 

M-S 

Week 1 

0G-M AY-2001 

09-MAY-2001 

06:10 

105 

102 



Week 2 

II-MAY-2001 

14-MAY-2001 

06:00 

113 

108 



Week 3 

18-M AY-2001 

2 l-MAY-2001 

06:15 

I2i 

121 



Week 6 

■ 08-JUN-2001 

M-JUN-2001 

06:05 

101 

101 

040 

M-S 

Week 1 

H-MAY-2001 

16-M AY-2001 

09:15 

28 

29 



Week 2 

I7-MAY-2001 

20-MAY-200I 

07:59 

18 

18 



Week 3 

2I-MAY-200I 

24-MAY-2001 

12:40 

18 

18 



Week 6 

I4-JUN-2001 

I7-IUN-200I 

23:00 

17 

17 

041 

M-S 

Week I 

08-M AY-2001 

M-MAY-2001 

12.-30 

39 

44 



Week 2 

11-MAY-2001 

14-MAY-200I 

09:14 

27 

27 



Week 3 

IS-M AY-2001 

2 l-MAY-2001 

13:30 

34 

38 



Week 6 

IO-JUN-2001 

13-JUN-200I 

08:50 

38 

37 

042 

M-S 

Week 1 

07-MAY-2001 

10-M AY-2001 

11:25 

24 

25 



Week 2 

II-MAY-2001 

14-MAY-200I 

12:51 

44 

44 



Week 3 

21-MAY-2001 

24-M AY-2001 

11:30 

41 

4( 



Week 6 

0S-JUN-2001 

1 l-J UN-2001 

11:36 

60 

60 

043- 

M-S 

Week 1 

06-MAY-200I 

09-M AY-2001 

09:20 

75 

75 



Week 2 

1 l-MAY-2001 

14-MAY-2001 

09:38 

75 

75 



Week 3 

20-MAY-2001 

23-MAY-2001 

09:10 

55 

58 



Week 6 

08-JUN-2001 

M-JUN-2001 

09:10 

66 

80 


a Subject Classification: M-S-Malc, Smoker; F-S=Fem»1e, Smoker 
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PM3006630455 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing I ft.6-2 

Cigarette (Collection by Subject 
(Page 7 of 10) 


Subject 

Number 

Subject 

Classification 8 

Timepoint 

Start 

Date 

Stop 

Date 

l ime of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Buits/Fi Iters 
Collected 

044 

M-S 

Week 1 

06-MAY-20UI 

(W-M AY-2001 

11:45 

35 

32 



Week 2 

I4-MAY-2001 

17-MAY-2001 

11.53 

33 

32 



Week 3 

20-M AY-2001 

23-MAY-200I 

11:45 

30 

30 



Week 6 

1 l-JIIN-7001 

I4-JUN-2001 

1700 

30 

30 

045 

M-S 

Week 1 

07-MAY-2001 

10-MAY-200I 

14:30 

47 

47 



Week 2 

I4-MAY-2001 

17-MAY-200I 

12:10 

29 

29 



Week'3 

21 -MAY-2001 

24-MAY-2001 

12:20 

27 

2S 



Week 6 

08-JUN-200I 

1 l-JUN-2001 

14:40 

20 

20 

046 

M-S 

Week 1 

OR-MAY-2001 

11-VI AY-2001 

09:05 

60 

62 



Week 2 

11-MAY-2001 

14-MAY-2001 

08:27 

55 

57 



Week 3 

I8-MAY-200I 

2I-MAY-2001 

08:10 

57 

58 



Week 6 

09-JUN-2OD1 

I2-JUN-200I 

08:55 

56 

57 

047 

M-S 

Week t 

07-MAY-200I 

IO-MAY-2001 

13:45 

25 

25 



Week 2 

13-MAY-2001 

16-M AY-2001 

09:47 

22 

22 



Week 3 

20-MAY-2001 

23-M AY-2001 

09:45 

26 

26 



Week 6 

10-JUN-200I 

1 .l-JUN-2001 

09:49 

27 

27 

048 

M-S 

Week 1 

07-MAY-2001 

IO-MAY-2001 

08:3U 

40 

40 



Week 2 

12-MAYt2001 

I5-MAY-200I 

23:12 

36 

47 



Week 3 

I8-MAY-2001 

21-MAY-2001 

08:00 

30 

41 



Week 6 

09-JUN-2001 

12-J1JN-2001 

01:00 

38 

38 

049 

M-S 

Week 1 

0B-MAY-2001 

II-MAY-2001 

05:45 

61 

59 



Week 2 

I2-MAY-2001 

15-MAY-200I 

07:33 

62 

64 



Week 3 

20-MAY-200I 

23-MAY-200I 

08:05 

69 

72 



Week 6 

08-JUN-200I 

1 l-JUN-2001 

08:30 

45 

43 

050 

M-S 

Week l 

08-MAY-2001 

II-MAY-2001 

07:00 

10 

to 



Week 2 

11-MAY-200I 

14-MAY-2001 

06:19 

9 

9 



Week 3 

20-MAY-2001 

23-M AY-2001 

06:30 

10 

10 



Week 6 

15-J UN-2001 

18-J UN-2001 

06:39 

9 

II 


a Subject Classification: M-S^Male, Smoker, F-S' Female. Smoker. 
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PM3006630456 



RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-2 

Cigarette Collection by Subject 
(Page 8 of 10) 


Subject 

Subject 


Start 

Stop 

Time of Last Cigarette 

Number Smoked 

Number Butts/Fitters 

Number 

Classification” 

Timepoint 

Date 

Date 

Prior to Visit 

Per Diary 

Collected 

052 

M-S 

Week 1 

08-MAY-200I 

1L-MAY-2001 

01:00 

42 

42 



Week 2 

15-M AY-2001 

18-M AY-2001 

09:40 

44 

46 



Week 3 

21-MAY-2001 

24-M AY-2001 

08:00 

40 

41 



Week 6 

09-JUN-2001 

12-JUN-2001 

11 ;45 

40 

40 

054 

M-S 

Week 1 

07-MAY-2001 

IO-MAY-2001 

10:00 

67 

67 



Week 2 

13-M AY-200! 

I6-MAY-2001 

05:25 

61 

60 



Week 3 

20-MAY-200I 

23-MAY-2001 

11:00 

42 

43 



Week 6 

I0-JUN-2001 

M-JUN-2001 

N: 20 

59 

56 

055 

M-S 

Week 1 

07-MAY-2001 

10-MAY-200I 

08:55 

69 

68 



Week 2 

(2-MAY-200I 

I5-MAY-200! 

06:48 

61 

59 



Week 3 

20-MAY-2001 

23-M AY-2001 

06:30 

60 

60 



Week 6 

IO-JUN-2001 

I3-JUN-2001 

06:40 

55 

55 

056 

M-S 

Week 1 

08-MAY-2001 

11-MAY-2001 

10:20 

25 

25 



Week 2 

I7-MAY-200! 

20-M AY-2001 

06:05 

34 

34 



Week 3 

22-MAY-2001 

25-MAY-200I 

06:00 

37 

40 



Week 6 

I3-JUN-2001 

I6-JUN-2001 

07:45 

25 

25 

057 

M-S 

Week 1 

07-MAY-200I 

IO-MAY-2001 

07:30 

62 

62 



Week 2 

12-MAY-2001 

15-M AY-2001 

13:26 

51 

44 



Week 3 

I8-MAY-200) 

21-MAY-2001 

13:30 

44 

45 



Week 6 

14-JUN-200J 

J7-JUN-200I 

11:45 

52 

51 

058 

M-S 

Week 1 

08-MAY-200I 

1!-MAY-2001 

09:00 

29 

32 



Week 2 

I7'MAY-200I 

26-MAY-200I 

11:22 

40 

47 



Week 3 

22-MAY-200I 

25-M AY-2001 

08:00 

21 

20 



Week 6. 

I5-JUN-2001 

18-J UN-2001 

08:50 

29 

29 

859 

M-S 

Week 1 

n7-MAY-2001 

10-MAY-200I 

12:20 

67 

67 



Week 2 

I3-MAY-2001 

1&-MAY-200I 

06:47 

78 

77 



Week 3 

19-MAY-2001 

22-MAY-200I 

08:05 

56 

56 



Week 6 

1.Y-JUN-2D0I 

I6-JUN-2001 

08:15 

75 

80 

5 Subject Classification: M-S= 

=Male, Smoker; r-S=remalc, Smoker. 
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PM3006630457 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.G-2 

Cigarette Collection by Subject 
(Page 9 of 10) 


Subject 

Number 

Subject 

Classification* 

Timepoint 

Stan 

Date 

Stop 

Date 

Time of Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Butts/Filters 
Collected 

060 

M-S 

Week 1 

08-M AY-2001 

1 l-MAY-2(X) 1 

11:55 

47 

52 



Week 2 

15 MAY-2001 

18-M AY-2001 

10:11 

50 

52 



Week 3 

22-MAY-2001 

2 5-M AY-2001 

11:35 

55 

53 



Week 6 

M-JUN-2001 

14-J UN-2001 

08:20 

42 

38 

061 

M-S 

Week 1 

08-M AY-2001 

11-MAY-2001 

14:30 

56 

57 



Week 2 

14-MAY-200I 

17-MAY-200I 

07:46 

42 

42 



Week 3 

20-M AY-2001 

23-MAY-200t 

00.30 

25 

26 



Week 6 

11-JUN 2001 

14 JUN 2001 

10:00 

50 

50 

062 

M-S 

Week 1 

08-M AY-2001 

11-MAY-2001 

11:20 

85 

87 



Week 2 

13-M AY-2001 

I6-MAY-200I 

11:48 

84 

85 



Week 3 

21-MAY-2001 

24-MAY-2001 

11:20 

85 

84 



Week 6 

11-JUN-2001 

14-JUN-2001 

12:10 

81 

85 

063 

M-S 

Week 1 

07-MAY-2001 

10-M AY-2001 

07:30 

16 

21 



Week 2 

14-M AY-2001 

20-MAY-2001 

10:06 

48 

49 



Week 3 

22-M AY-2001 

25-MAY-2001 

06:40 

26 

26 



Week 6 

12-J UN-200! 

I5-JUN-2001 

06:45 

38 

44 

065 

M-S 

Week 1 

07-MAY-2001 

10-MAY-200I 

03:30 

33 

32 



Week 2 

14-MAY T 200l 

17-M AY-2001 

00:39 

32 

30 



Week 3 

19-MAY-2001 

22-M AY-2001 

11:20 

28 

25 



Week 6 

13-JUN-2001 

16-JUN-2001 

NA 

0 

0 

067 

M-S 

Week 1 

08-M AY-2001 

I1-MAY-2001 

01:00 

16 

13 



Week 2 

14-MAY-2001 

17-M AY-2001 

21:35 

9 

8 



Week 3 

21-MAY-2001 

24-M AY-2001 

00.30 

9 

10 



Week 6 

I2-JLTN-2001 

15-JUN 2001 

10:15 

• IS 

15 

068 

M-S 

Week 1 

08-MAY-200I 

11-MAY-2001 

11:10 

88 

86 



Week 2 

17-M AY-2001 

20-M AY-2001 

09:00 

74 

82 



Week 3 

22-MAY-2001 

25-M AY-2001 

09:00- 

86 

93' 



Week 6 

14-JUN-2001 

17-JUN-200! 

08:30 

91 

92 


9 Subject Classification: M-S=Male 1 Smoker; F-S=Female, Smoker. 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 




Listing 16.6-2 

Cigarette Collection by Subject 
(Page 10 of 10) 


Subject 

Number 

Subject 

Classification 3 

Timepoint 

Start 

Date 

Step 

Date 

Time nf Last Cigarette 

Prior to Visit 

Number Smoked 

Per Diary 

Number Butts/Filters 
■Collected 

069 

M-S 

Week 1 

12-MAY-2001 

15-M AY-2001 

10:00 

77 

65 



Week 2 

10-MAY-2001 

22-MAY-2001 

13:00 

45 

53 



Week 3 

01-JUN-2001 

04-JUN-2001 

11:00 

37 

37 



Week 6 

09-JUN-2001 

I2-JUN-200! 

05:30 

39 

54 

502 

F-S 

Week 1 

1 l-MAY-2001 

14-M AY-2001 

07:14 

36 

39 



Week 2 

17-M AY-2001 

20-MAY-2001 

00:43 

37 

36 



Week 3 

2 l-MAY-2001 

24-MAY-200I 

08:00 

43 

44 



Week 6 

1 l-JUN-2001 

14-JUN-2001 

08:15 

33 

37 

503 

F-S 

Week 1 

07-M AY-2001 

10-M AY-2001 

09:30 

77 

77 



Week 2 

13-M AY-2001 

16-M AY-2001 

11:00 

66 

66 



Week 3 

I8-MAY-2001 

2 l-MAY-2001 

10:30 

54 

54 



Week A 

08-JUN-200I 

1 l-JUN-2001 

09:45 

50 

52 

504 

F-S 

Week 1 

08-MAY-2001 

tl-MAY-2001 

12:25 

81 

82 



Week 2 

12-M AY-2001 

15-M AY-2001 

Unknown 

91 

91 



Week 3 

2 l-MAY-2001 

24-MAY-2001 

11:45 

97 

98 



Week 6 

09-J UN-2001 

12-J UN-2001 

11:50 

83 

84 

506 

F-S 

Week 1 

08-MAY-2001 

1 l-MAY-2001 

12:30 

4 

8 



Week 2 

14-MAY-2001 

17-M AY-2001 

Unknown 

3 

3 



Week 3 

2 l-MAY-2001 

24-MAY-2001 

12:40 

15 

15 



Week 6 

08-JUN-2001 

1 l-JUN-2001 

22:00 

8 

11 


* Subject Classiffcalion: M-S=Ma!e. Smoker; F-S=Female, Smoker. 
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RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-845 0 


Listing 1 Ci. 6-3 

Self-Ex posed FTC Values for Smokers by Subject 
(Page I of9) 







Preferred Brand 



Alternate Brand(sj 



Totals 3 


Subject 



Cigarettes 

Percentage 

TAR 

MCOTINB. 

CO 

Percentage 

TAR 

NICOTINB 

CO 

TAR 

NICOTINB 

CO 

Number 

Gender 

Timepmnt 

per Day 

of Use 

tms/cie) 

(mg/ciel 

(me/cig) 

of Use 

Crn«/cic) 

(mg/cis) 

(ine/cic) 

(mu) 

(mji) 

(mu) 

001 

Female 

Enrollment 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 



Weak 1 

17 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

85 

8.5 

119 



Week 2 

17 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

85 

8.5 

119 



Week 3 

17 

loo.n 

5 

0.5 

7 

0.0 

o ■ 

0.0 

0 

85 

8.5 

119 



Week 6 

17 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

85 

8.5 

119 

002 

Female 

Enrollment 

20 

93.0 

6 

0.5 

8 

5.0 

5 

0.5 

6 

119 

10.0 

158 



Week 1 

22 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

132 

1 1.0 

176 



Week 2 

20 

100.0 

6 

0.5 

8 

00 

0 

00 

0 

120 

10.0 

160 



Week 3 

IS 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

-9(1 

7.5 

120 



Week 6 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 

004 

Female 

Enrollment 

15 

100.0 

• 5 

0.5 

7 

0.0 

0 

0.0 

0 

75 

7.5 

105 



Week 1 

10 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

50 

5.0 

70 



Week 2 

11 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

55 

5.5 

77 



Week 3 

12 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

60 

6.0 

84 



Week 6 

12 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

60 

6.0 

84 

005 

he male 

KnroMmenl 

4 

100.0 

5 

0.5 

■ 7 

0.0 

0 

0.0 

0 

20 

2.0 

28 



Week t 

4 

100.0 

5 

05 

7 

0.0 

0 

0.0 

0 

20 

2.0 

28 



Week 2 

4 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

. 20 

2.0 

28 



Week .3 

4 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

20 

2.0 

28 



Week 6 

4 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

20 

2.0 

28 

006 

Female 

Enrollment 

20 

99.0 

6 

0.5 

8 

1.0 

6 

0.5 

7 

120 

10.0 

160 



Week 1 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week 2 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week 3 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week 6 

20 

100.0 

6 

0.5 

8 

0.0 

0 

00 

0 

120 

10.0 

160 

007 

Female 

Enrollment 

10 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

50 

5.0 

70 



Week 1 

15 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

75 

7.5 

105 



Week 2 

M 

100.0 

5 

0.5 

7 

00 

0 

0.0 

0 

75 

7.5 

105 



Week 3 

17 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

85 

8.5 

1 19 



Week 6 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 


NOTE: TAR, NICOTINE, and CO FTC values gathenes from 2000 Fedteral Trade Commission Report and from Sponsor information. 

This listing excludes subject as presented in Listing 16.5-2. 

u Calculation for Totals is Total U of Cigarettes’ * 'Preferred Brand percentage of use’ * ’Preferred Brand FTC value’+ the sum of (Cigarettes per Day’ 1 * Alternate Brand percentage of use’* Alternate Brand FTC value‘I 
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PM3006630460 


RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-3 

Self-Exposed FTC Values for Smokers by Subject 
(Page 2 of 9) 


Preferred Brand _ _ Alternate Brand(s) _ _ Totals 1 


Subject 

Number 

Gender 

Timepoint 

Cigarettes 
per Day 

Percentage 

ofUse 

TAR 

(ttig/dg) 

nicotine 

(mg/ciy) 

CO 

Imp/cift) 

Percentage 
of Use 

TAR 

(mp/cic) 

NICOTINE 

imy/ciy) 

CO 

(iny/ciy) 

TAR 

(ton) 

NICOTINE 
("ijil _ 

CO 

(ms) 

008 

Female 

Enrollment 

20 

100.0 

4 

0.3 

7 

0.0 

0 

0.0 

0 

R0 

6.0 

140 



Week 1 

22 

100.0 

4 

0.3 

7 

0.0 

0 

0.0 

0 

88 

6.6 

154 



Wed 2 

20 

100.0 

4 

0.3 

7 

0.0 

0 

0.0 

0 

80 

6.0 

140 



Week 3 

20 

100.0 

4 

0.3 

7 

0.0 

0 

0.0 

0 

80 

6.0 

140 



Week 6 

20 

100.0 

4 

0.3 

7 

0.0 

0 

0.0 

0 

80 

6.0 

140 

009 

Female 

Eiiiu11jjii;ijI 

10 

99.0 

6 

0.5 

<S 

1.0 

6 

0.5 

5 

60 

5.0 

60 



Week 1 

12 

100.0 

6 

0.5 

6 

0.0 

0 

0.0 

0 

72 

6.0 

72 



Week 2 

IS 

1000 

6 

0.5 

6 

0.0 

0 

0.0 

(1 

90 

7.5 

90 



Week 3 

15 

100.0 

6 

05 

6 

0.0 

0 

0.0 

0 

90 

7.5 

90 



Week 6 

12 

100.0 

6 

0.5 

6 

0.0 

0 

0.0 

0 

72 

6.0 

72 

010 

Female 

Enrollment 

5 

95.0 

6 

0.5 

8 

5.0 

6 

0.5 

7 

30 

2.5 

40 



Week 1 

3 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

18 

1.5 

24 



Week 2 

5 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

30 

2.5 

40 

Oil 

Female 

Enrollment 

25 

100.0 

4 

0.4 

5 

0.0 

0 

0.0 

0 

100 

10.0 

125 



Week 1 

25 

100.0 

4 

0.4 

5 

0.0 

0 

0.0 

0 

100 

10.0 

125 



Week 2 

30 

100.0 

4 

0.4 

5 

0.0 

0 

0.0 

0 

120 

12.0 

150 



Week 3 

20 

100.0 

4 

0.4 

5 

0.0 

0 

0.0 

0 

80 

8.0 

100 



Week 6 

25 

100.0 

4 

0.4 

5 

0.0 

0 

0.0 

0 

100 

10.0 

125 

012 

Female 

Enrollment 

30 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

180 

15.0 

240 



Week 1 

22 

100.0 

6 

0.5 

s 

0.0 

0 

0.0 

0 

132 

11.0 

176 



Week 2 

21 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

126 

10.5 

168 



Week 3 

21 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

126 

I0.S 

168 



Week 6 

22 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

132 

11.0 

176 

013 

Female 

Enrollment 

20 

100.0 

5 

05 

9 

0.0 

0 

0.0 

0 

100 

10.0 

180 



Week 1 

20 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

100 

10.0 

180 



Week 2 

20 

100.0 

5 

05 

9 

0.0 

0 

0.0 

0 

100 

10.0 

180 



Week 3 

20 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

100 

10.0 

ISO 



Week 6 

20 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

100 

10.0 

ISO 


NOTE: TAR, NICOTINE, and CO FTC values gathered from 2000 Fedteral Trade Commission Report and from Sponsor information. 

This listing excludes subject as presented in Listing 16.5-2. 

a Calculation for Totals is Total # ofCiga relies'* Preferred Brand percentage of use’* Preferred Brand FTC value *+ the sum of (Cigarettes per Day'* 'Allcmalc Brand percentage of use** 'Alternate Brand IK! value) 
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PM3006630461 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226 8450 


Listing 16,6-3 

Self-Imposed L’TC Values for Smokers by Subjecl 
(Page 3 of 9) 


Subject 

Number 

Gender 

Timepoint 

Cigarettes 
per Day 


Preferred Brand 



Alternate Brand(s) 



Totals 3 


Percentage 
of Use 

TAR 

(mc/cis) 

NICOTINE 

(mu/cts) 

CO 

(ms/cie) 

Percentage 
of Use 

TAR 

(ma/cim 

NICOTINE 

(mc/citt) 

■ CO 
(ma/cii:) 

TAR 

(ms) 

NICOTINE 

fm«) 

CO 

(ms) 

015 

Female 

Enrollment 

3 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

18 

1.5 

21 



Week 1 

3 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

18 

1.5 

21 



Week 2 

3 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

18 

1.5 

21 



Week 3 

5 

100.0 

6 

0.5 

7 

0.0 

1) 

0.0 

0 

30 

2.5 

35 



Week 6 

2 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

12 

1.0 

14 

016 

Female 

Enrol 1 ment 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

TOO 

140 



Week 1 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 



Week 2 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0,0 

0 

100 

10.0 

140 



Week 3 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 



Week 6 

20 

100.0 

5 

0.5 

7 

0.0 

0 

oo 

0 

100 

10.0 

140 

017 

female 

Enrollment 

20 

HXM) 

5 

0.5 

7 

(Ml 

0 

0,0 

0 

100 

10,0 

14(1 

019 

Female 

Enrollment 

A 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

24 

2.0 

28 



Week 1 

4 

100.0 

6 

0 5 

7 

0.0 

0 

00 

0 

74 

2.0 

28 



Week 2 

5 

100.0 

6 

0.5 

7 

0.0 

0 

0,0 

0 

30 

2.5 

35 



Week 3 

4 

100.0 

6 

0.5 

7 

0.0 

0 

0,0 

0 

24 

2.0 

28 



Week 6 

4 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

24 

2.0 

28 

020 

Female 

Enrollment 

30 

98.0 

5 

0.5 

5 

2.0 

6 

0.5 

7 

151 

15.0 

151 



Week 1 

30 

100.0 

5 

0.5 

5 

0.0 

0 

0.0 

0 

150 

15.0 

150 



Week 2 

30 

100.0 

5 

0.5 

5 

0.0 

0 

0.0 

0 

150 

150 

150 



Week 3 

30 

100.0 

5 

0.5 

5 

0.0 

0 

0.0 

0 

150 

15 0 

150 



Week 5 

30 

100.0 

5 

0.5 

5 

0.0 

0 

0.0 

0 

150 

15.0 

150 

022 

Female 

Enrollment 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

(1 

120 

10.0 

140 



Week 1 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 2 

20 

100 0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 3 

16 

100 0 

6 

0.5 

7 

0.0 

(1 

0.0 

0 

96 

8.0 

112 



Week 6 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

1 (>.(> 

140 


NO I E: TAR, NICOTINE, and CO FTC values gatheres from 2000 Fedteml Trade Commission Report and from Sponsor information. 

This listing excludes subjecl as presented ill Listing 16.5-2. 

a Calculation for Totals is Total # of Cigarettes’ * Preferred Brand percentage of use’ * Treferred Brand FTC va!ue*+ the sum of (Cigarettes per Day'* ’Alternate Brand percentage of use’ * ’Alternate Brand FTC value’) 
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PM3006630462 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing J6.6-3 

Self-Lx posed FTC Values Tor Smokers by Subject 
(Page 4 of 9) 


Subject 

Number 

Gender 

Time point 

Cigarettes 
per Day 


Preferred Brand 



Alternate Brand(s) 


TAR 

(mu) 

Totals 11 
NICOTINE 
_(me) 

CO 

(me) 

Percentage 

ofUsc 

TAR 

(me/cisl 

NICOTINE 

(mg/cigj 

CO 

(mg/cil!) 

Percentage 
of Use 

TAR 

(mg/cig) 

NICOTINE 

(muteis) 

CO 

fmivci.i!) 

023 

Female 

Enn>I tmeni 

10 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

60 

5.0 

80 



Week 1 

10 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

60 

5.0 

80 



Week 2 

9 

100.0 

6 

0.5 

8 

on 

0 

0.0 

0 

54 

4.5 

72 



Week 3 

8 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

48 

4.0 

64 



Week 6 

7 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

42 

3.5 

56 

024 

Female 

Enrollment 

20 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

100 

10.0 

120 



Week 1 

14 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

70 

7.0 

84 



Week 2 

16 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

80 

8.0 

96 



Week 3 

15 

100.0 

5 

0.5 

6 

00 

n 

0.0 

0 

75 

7.5 

90 



Week 6 

12 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

6ft 

6.0 

72 

025 

Female 

Enrollment 

5 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

25 

2,5 

45 



Week 1 

12 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

60 

6.0 

108 



Week 2 

10 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

50 

5.0 

90 



Week 3 

9 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

45 

4.5 

81 



Week 6 

20 

100,0 

5 

0.5 

9 

0.0 

ft 

0.0 

0 

100 

10.0 

180 

026 

Female 

Enrollment 

30 

100,0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

150 

15.0 

270 



Week I 

23 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

n 

115 

11.5 

207 



Week 2 

23 

100.0 

5 

0.5 

9 

0.0 

(1 

0.0 

0 

115 

11.5 

207 



Week 3 

24 

100.0 

5 

0.5 

9 

0.0 

0 

0.0 

0 

120 

12.0 

216 



Week 6 

70 

100 0 

5 

0.5 

9 

on 

ft 

0.0 

0 

100 

lft.O 

180 

027 

Female 

Enrollment 

15 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

75 

7.5 

90 



Week 1 

15 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

75 

7.5 

90 



Week 2 

17 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

85 

8.5 

102 



Week 3 

16 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

80 

8.0 

96 



Week 6 

12 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

60 

6.0 

72 

028 

Female 

Enrollment 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 1 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 2 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

100 

140 



Week 3 

23 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

138 

11.5 

161 



Week 6 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.11 

140 


NOTE: TAR. NICOTINE, and CO FTC values gatheres from 2000 Fedtera! Trade Commission Report and from Sponsor information. 

This listing excludes subject as presented in lasting 16.5-2. 

a Calculation for Totals is Total # of Cigarettes' * Preferred Brand percentage of use'* Trcfcrrcd Brand ETC value* + the sumoflX ignrettes per Day’* Alternate Brand percentage ol'iw' * 'Alternate Brand FTC value’) 
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RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-3 

Self-Exposed FTC Values for Smokers by Subject 
(Page 5 of 9) 


Subject 

Number 

Gender 

Timepoint 

Cigarettes 
per Day 

Percentage 
of Use 

Preferred Brand 



Alternate Brandis! 



Totals" 


TAR 

(mg/cig) 

NICOTINE 

(mg/cig) 

CO 

(mg/cig) 

Percentage 
of Use 

TAR 

(mg/cig) 

NICOTINE 

(mg/cig) 

CO 

(mg/cig) 

FAR 

(mg) 

NICOTINE 

(mg) 

CO 

(rag) 

029 

Female 

Enrollment 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week I 

15 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

90 

7.5 

120 



Week 2 

15 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

90 

7.5 

120 



Week 3 

15 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

90 

7.5 

120 



Week 6 

15 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

00 

7.5 

120 

030 

Female 

Enrollment 

19 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

114 

9.5 

152 



Week 1 

18 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

108 

9.0 

144 



Week 2 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week 3 

18 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

108 

9.0 

144 



Week 6 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 

031 

Female 

Enrollment 

4 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

24 

2.0 

28 



Week I 

5 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

30 

2.5 

35 



Week 2 

3 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

IS 

1.5 

21 

032 

Female 

Enrollment 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 



Week 1 

33 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

198 

16.5 

231 



Week 2 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 



Week 3 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 



Week 6 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 

033 

Female 

Enrollment 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 



Week 1 

15 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

90 

7.5 

120 



Week 2 

10 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

60 

5.0 

80 



Week 3 

20 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

120 

10.0 

160 

034 

Female 

Enrollment 

20 

100.0 

5 

0.5 

7 

0.0 

6 

0.5 

7 

100 

10.0 

140 



Week I 

15 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

75 

7.5 

105 

036 

.Male 

Enrollment 

18 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 



Week 1 

18 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 



Week 2 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 



Week 3 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 



Week 6 

18 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 


NOTE: TAR, NICOTINE, and CO FTC values gatheres from 2000 Fedteral Trade Commission Report and from Sponsor in formation. 

This listing excludes subject as presented in Listing 16.5-2, 

a Calculation for Totals is Total # of Cigarettes’* Preferred Brand percentage of use"* Preferred Brand FTC value’-t- the sum of (Cigarettes per Day'* "Alternate Brand percentage of use’* 'Alternate Brand FTC value") 
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RSR ^ 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 

Self-Exposed FTC Values for Smokers by Subject 
(Page 6 uf9) 






Preferred Brand 



Alternate Brandts') 



Totils n 


Subject 

Number Gender 

Cigarettes 
Timepoint per Day 

Percentage 
of Use 

TAR 

(mt-Zeifi) 

NICOTINE 

fmc/cia) 

CO 

(mc/cie) 

Percentage 
of Use 

TAR 

(ing/cig) 

NICOTINE 

(me/cii!) 

CO 

(mg/ds) 

TAR 

(ms) 

NICOTINE 

(mg) 

CO 

(me) 

039 Male 

Enrollment 

40 

100.0 

6 

0.5 

8 

0.0 

0 

CIO 

0 

240 

20.0 

320 


Week! 

40 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

240 

20.0 

320 


Week 2 

40 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

240 

20.0 

320 


Week 3 

40 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

240 

20.0 

320 


Week 6 

40 

100.0 

6 

05 

8 

0.0 

0 

0.0 

0 

240 

20.0 

320 

(Ml Male 

Enrollment 

10 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

50 

5.0 

70 


Week 1 

12 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

60 

6.0 

84 


Week 2 

11 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

55 

5 5 

77 


Week 3 

12 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

60 

6.0 

84 


Week 6 

12 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

fiO 

6.0 

84 

042 Male 

Enrollment 

20 

100.0 

5 

0.5 

7 

0.0 

0 

u.o 

0 

100 

10.0 

140 


Week 1 

11 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

55 

5.5 

77 


Week 2 

14 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

70 

7.0 

98 


Week 3 

15 

100.0 

5 

0.5 

7 

0 0 

0 

0.0 

0 

75 

75 

105 


Week 6 

19 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

95 

9.5 

133 

045 Male 

Enrollment 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 


Week 1 

15 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

75 

7.5 

105 


Week 2 

10 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

50 

5.0 

70 


Week3 

7 

100.0 

s 

0.5 

7 

0.0 

0 

0.0 

0 

35 

3.5 

49 


Weeks 

8 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

40 

40 

56 

047 Male 

Enrollment 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 


Week l 

7 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

42 

3.5 

49 


Week 2 

7 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

42 

3.5 

49 


Week 3 

7 

100 0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

42 

3.5 

49 

050 Male 

Enrollment 

3 

100.0 

5 

05 

7 

0.0 

0 

0.0 

0 

15 

1.5 

21 


Week 1 

3 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

15 

1.5 

21 


Week 2 

3 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

15 

1.5 

21 


week 3 

3 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

15 

1.5 

21 


Week 6 

3 

100,0 

5 

0.5 

7 

0.0 

0 

00 

0 

15 

1.5 

21 

NOTE: TAR, NICOTINE, and CO FTC values gatheces from 2000 Fedteral Trade Commission Report and from Sponsor information. 

This listing excludes subject as presented in Listing 16,5-2. 

a Calculation for Totals is Total # of Cigarettes'* 'Preferred Brand percentage of use' * Preferred Brand FTC value* 4 - the sum of (Cigarettes per Day' 

* 'Alternate 

lhand percentage o 

’use** A lie malt 

Ora lid 1 

1C value'*> 
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Listing 1G.ft-3 

Self-Exposed FTC Values for Smokers by Subject 
(Page 7 of 






Preferred Brand 



Alternate Brand(s) 



Totals 3 


Subject 

Number Gender 

Cigarettes 
Timepoint per Day 

Percentage 
of Use 

TAR 

(mp/cig) 

NICOTINE 

(tng/ciu) 

CO 

(mn/cig) 

Percentage 
of Use 

TAR 

(mg/eip) 

NICOTINE 

(mu/cia) 

CO 

(inn/cis) 

TAR 

(mg) 

NICOTINE 

(mp) 

CO 

(mi!) 

052 Male 

Enrollment 

17 

95.0 

6 

0.5 

7 

5.0 

5 

0.5 

8 

101 

8.5 

[20 

055 Male 

Enrollment 

30 

100 0 

5 

0.5 

7 

00 

10 

0.7 

n 

150 

15 0 

210 


Week t 

23 

100 0 

5 

0.5 

7 

0.0 

0 

00 

0 

115 

11.5 

161 


Wert 2 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 

056 Male 

Enrollment 

40 

100.0 

7 

0.6 

7 

0.0 

0 

0.0 

0 

280 

1 24.0 

280 


Week l 

5 

100.0 

7 

0.6 

7 

0.0 

0 

0.0 

0 

35 

3.0 

35 


Week 2 

2 

100.0 

7 

0.6 

7 

0.0 

0 

0.0 

0 

14 

1.2 

14 


Week 3 

5 

100.0 

7 

0.6 

7 

0.0 

0 

0.0 

0 

35 

3.0 

35 


Week 6 

2 

100.0 

7 

0 6 

7 

0.0 

0 

0.0 

0 

14 

1.2 

14 

057 Male 

Enrollment 

18 

ino.o 

6 

0.5 

7 

0.0 

9 

0.7 

II 

108 

9.0 

126 


Week I 

18 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 


Week 2 

18 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 


Week 3 

IS 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

108 

9.0 

126 


Week 6 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 

058 Male 

Enrollment 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 


Week 1 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 


Week 2 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 


Week 3 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 


Week 6 

10 

100.0 

6 

05 

7 

0.0 

0 

no 

n 

60 

so 

70 

059 Male 

Enrollment 

22 

100.0 

6 

(1.6 

8 

0.0 

0 

0.0 

0 

132 

13.2 

176 


Week 1 

20 

100.0 

6 

0.6 

8 

oo 

(1 

0.0 

0 

120 

12.0 

160 


Week 2 

22 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

132 

[5.2 

176 


Week 3 

18 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

108 

10.8 

144 


Week 6 

22 

100,0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

132 

13.2 

176 

060 Male 

Enrollment 

20 

100.0 

6 

05 

8 

0.0 

ft 

0.0 

0 

120 

10.0 

ICO 


Week I 

17 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

102 

8.5 

136 


Week 2 

15 

100.0 

0 

0.5 

8 

0.0 

0 

0.0 

0 

96 

8.0 

128 


Week 3 

17 

100.0 

6 

0.5 

8 

0.0 

0 

0.0 

0 

102 

8.5 

136 


Week 6 

15 

100.0 

6 

0.5 

8 

0.0 

0 

on 

0 

90 

7.5 

120 

NOTE: TAR, NICOTINE, and CO FTC values gatheres from 2000 Fedteral Trade Commission Report and from Sponsor informaiion. 
This listing excludes subject as presented in Listing (6.5-2. 

* Calculation for Totals is Total if of Cigarettes** Preferred Brand percentage of use 1 * Preferred Brand FTC value'- the sum of (Vigi 

itvttes per Day 1 

f ‘Allemale Brand percentage 

of use 1 * ‘Afu-niaic 

Brand 1 

1C value 1 
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Listing 16.6-3 

Self-Exposed FTC Values for Smokers by Subject 
(Page 8 of 9) 


Subject 

Number 

(jender 

'limepoint 

Cigarettes 
per Day 


Preferred Brand 



Alternate Brand(s) 



Toials" 


Percentage 

Of Use 

TAR 

(mfi/cift) 

NICOTINE 

(mRfcijO 

CO 

(mft/ciR) 

Percentage 
of Use 

TAR 

(mg/ciu) 

NICOTINE 

(mn/cis) 

CO 

fmi!/cii’) 

PAR 

(mi!) 

NICOTINE 

(mt!) 

CO 

(mp) 

061 

Male 

Enrollment 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 



Week 1 

16 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

96 

8.0 

112 



Week 2 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 



Week 3 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 

062 

Male 

Enrollment 

20 

100.0 

6 

0.5 

7 

0.0 

11 

0.8 

12 

120 

10.0 

140 



Week 1 

30 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

ISO 

ISO 

210 



Week 2 

30 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

180 

J 5.0 

210 



Week 3 

30 

100.0 

ft 

05 

7 

0.0 

0 

0.0 

0 

180 

15.0 

210 



Week 6 

30 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

180 

15.0 

210 

063 

Male 

Enrollmen! 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 1 

6 

100.0 

ft 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 



Week 2 

15 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

90 

7.5 

105 



Week 3 

6 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

36 

3.0 

42 



Week 6 

14 

100.0 

6 

0.5 

7 

00 

0 

no 

0 

84 

70 

98 

065 

Male 

Enrollment 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 



Week I 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 



Week 2 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 



Week 3 

10 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

60 

5.0 

70 

068 

Male 

Enrollment 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 

069 

Male 

Enrollment 

25 

100.0 

5 

0.5 

7 

0.0 

17 

1.0 

17 

125 

12.5 

175 



Week 1 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

100 

10.0 

140 



Week 2 

20 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

too 

10.0 

140 



Week 3 

10 

100.0 

5 

0.5 

7 

0.0 

0 

0.0 

0 

50 

5.0 

70 



Week 6 

15 

100.0 

5 

05 

7 

0.0 

0 

0.0 

0 

75 

7.5 

105 

503 

Female 

Enrollment 

20 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 1 

20 

100 0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10,0 

140 



Week 2 

20 

100.0 

ft 

0.5 

7 

0.0 

0 

0.0 

0 

120 

10.0 

140 



Week 3 

16 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

96 

8.0 

112 



Week 6 

16 

100.0 

6 

0.5 

7 

0.0 

0 

0.0 

0 

96 

8.0 

112 


NOTE: TAR, NICOTINE, and CO FTC values gat lie res from 2000 Fedteral Trade Commission Report and from Sponsor information. 

This listing excludes subject as presented in Listing 16.5-2. 

fl Calculation for Totals is Total # of Cigarettes’* Preferred Brand percentage of use’ * ’Preferred Brand FTC value’+ llie sum of (Cigarettes per Day’* 'Alternate Brand percentage of use' * ’Alternate Brand PTC value’) 
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Listing i 6.6-3 

Self-Exposed FTC Values for Smokers by Subject 
(Page 9 of 9) 


Subject 

Number 

Gender 

Timcpoint 

Cigarettes 
per Day 


Preferred Brand 



Alternate Brand(s) 



Totals’* 


Percentage 
of Use 

TAR 

NICOTINE 

(ms/cie) 

CO 

(mgrcig) 

Percentage 
of Use 

TAR 

(mafaR) 

NICOTINE 

(mn/cisl 

CO 

(me/cis) 

TAR 

(ms) 

NICOTINE 

(ms) 

CO 

(ms) 

504 

Female 

Enrollment 

30 

95.0 

5 

0.5 

6 

5.0 

5 

0.5 

9 

136 

13.6 

187 



Week 1 

28 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

126 

12.6 

171 



Week 2 

30 

100.0 

5 

0.5 

6 

00 

n 

0.0 

n 

ns 

13 5 

IR3 



Week 3 

30 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

135 

1.3.5 

183 



Week 6 

30 

100.0 

5 

0.5 

6 

0.0 

0 

0.0 

0 

135 

13.5 

18.3 

506 

Female 

Enrollment 

3 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

18 

I.X 

24 



Week 1 

2 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

12 

12 

16 



Week 2 

1 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

6 

0.6 

8 



Week 3 

4 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

24 

24 

37 



Weeks 

3 

100.0 

6 

0.6 

8 

0.0 

0 

0.0 

0 

18 

1.8 

24 


NUTE: TAR. NICOTINE, and CO FTC values gatheres from 2000 Fedieral Trade Commission Report and from Sponsor informal ion. 

This listing excludes subject as prcsemed in Listing 16.5-2. 

Calculation forTotals is Total ft of Cigarettes’ * Preferred Brand percentage of use’ * Preferred Brand ETC valuc'+ the sum of (Cigarettes per Day' * ’Alternate Brand percentage of use’ * ’Alternate Brand FTC value’) 
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Listing 16.6-4 

Nicotine from Cigarette Filters by Subject 
(Page 1 of 10) 


Subject 

Number 

Gender 

Tlmepoint 

Fitter 1 
(mg/ft!ter) 

Filter 2 
(mg/ftlter) 

Filler 3 
(me/filier) 

Filler 4 
(mg/filter) 

Filter 5 
(mg/filier) 

Filter 6 
fmg/ftller) 

Filter 7 
(mg/filter) 

Filter 8 
fmWfilter) 

Kilter 9 
(mg/filter) 

Kilter 10 

{mg/filler) 

001 

Female 

Week 1 

1.10 

0.84 

1.00 

0.78 

1.06 

0.94 

1.17 

1.37 

1.16 

1.18 



Week 2 

0.60 

0.67 

0.75 

0.69 

0.56 

0.75 

0.46 

0.79 

0.85 

0.60 



Week 3 

1.00 

0.77 

0.61 

0.75 

0.77 

0.83 

0.44 

0.66 

0,97 

0.84 



Week 6 

0.70 

0.66 

0.50 

0.70 

0.81 

0.68 

0.70 

0.65 

0 53 

0 71 

002 

Female 

Week 1 

1.10 

1.00 

0.80 

0.95 

1.23 

0.94 

0.87 

1.14 

1.38 

1.37 



Week 2 

1.20 

1.32 

1.02 

0.98 

1.17 

0.91 

1.54 

1.19 

1,28 

0.96 



Week 3 

0.70 

1.14 

0.90 

0.75 

0.99 

0.87 

0.68 

0.89 

1.22 

0.93 



Week 6 

0.R0 

0.59 

0.99 

1.09 

1.16 

0.95 

0.87 

1.06 

0.82 

0.75 

003 

Female 

Week 1 

0.30 

0.28 

0.37 

0.28 

0.45 

0.49 

0.36 

0.23 

0.39 

0.53 



Week 2 

0.30 

0 27 

0.31 

0.60 

0.27 

0.29 

0.37 

0.35 

0.32 

0.36 



Week 3 

0.30 

0.30 

0.44 

0.34 

0.52 

0.41 

0.36 

0.29 

0.30 

0.38 



Week 6 

0.20 

0.29 

0.25 

0.39 

0.28 

081 

0.25 

0.40 

047 

0.66 

004 

Female 

Week 1 

0.60 

0.62 

0.72 

0.78 

0.82 

0.72 

0.56 

0.75 

0.91 

0.78 



Week 2 

090 

0.79 

0 69 

0.75 

0,49 

0.74 

0.46 

0.87 

0.79 

1.00 



Week 3 

0.70 

0.48 

0.59 

0.68 

0.75 

0.68 

0.85 

0.89 

0.74 

0.83 



Week 6 

0.70 

0.90 

0.64 

0.89 

0.76 

0.54 

0.75 

0.63 

0.65 

0.80 

005 

Female 

week i 

1.30 

0.75 

0.74 

0.70 

0.58 

1.05 

0.69 

0.73 

0.79 

0.85 



Week 2 

0.50 

0.62 

0.66 

0.67 

0.56 

0.53 

0.75 

0,51 

0.64 

1.09 



Week 3 

0.70 

0.93 

0.87 

0.54 

0.61 

0.51 

0.76 

1.12 

.0.87 

0.67 



Week 6 

0.30 

0.34 

0.39 

0.27 

0.29 

0.32 

0.41 

0.52 

0.33 

0.33 

006 

Female 

Week 1 

1.10 

0.89 

0.66 

0.72 

0.64 

1.01 

1.06 

0.72 

0.57 

0.84 



Week 2 

0.60 

0.71 

0.70 

1.10 

0.82 

0.68 

0.84 

0.63 

0.90 

0.70 



Week 3 

0.90 

0.67 

1.03 

1.19 

0.88 

0,99 

0.86 

0.76 

0.73 

0.74 



Week 6 

0.50 

0.70 

1.01 

0.63 

0.5 R 

O.fl 1 

0.68 

0.70 

0.83 

0.76 

007 

Female 

Week 1 

0.40 

0.50 

0.57 

0.43 

0.60 

0.91 

0.67 

0.70 

083 

0 87 



Week 2 

0.50 

0.52 

0.43 

0.54 

0.62 

0.42 

0.54 

0.52 

0.51 

0.53 



Week 3 

0.40 

0.54 

0.59 

049 

0.44 

0.49 

0.41 

0.42 

0.38 

0.70 



Week 6 

0.50 

061 

0.59 

U.62 

0.53 

0.67 

0.55 

0.71 

0.77 

0.64 


NOTE: QNS’ - Quantity not sufficient., NSR ,_ No specimen received. 
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Listing 16.6-4 

Nicotine from Cigarette Filters by Subject 
(Page 2 of JO) 


Subject 

Number 

Gender 

TiTnepomt 

Filter 1 
(mg/filler) 

Filter 2 
(mg/filtcr) 

Filter 3 
(mg/filter) 

Filter 4 
(mg/filter) 

Filter 5 
(mg/filler) 

Filters 

{mg/filter) 

Filler 7 
• (mu/t'lier) 

Filter 8 
(mg/filter) 

Filter 9 
(mg/filtcr) 

Filter 10 
(mg/filter) 

008 

Female 

Week 1 

0.60 

0.47 

0.66 

0.64 

0.60 

0.47 

0.65 

0.91 

0.50 

0.36 



Week 2 

0.40 

0.46 

0.48 

0.50 

0.55 

0.43 

0.61 

0.56 

0.46 

0.48 



Week 3 

0.50 

0.66 

0.58 

0.57 

0.47 

0.45 

0.29 

0.58 

0.41 

0.53 



Week 6 

0.40 

0.37 

0.49 

0.45 

0.38 

0.43 

0.44 

0.32 

0.36 

0.43 

009 

Female 

Week 1 

0.70 

0.83 

0.81 

0.69 

0.77 

0.79 

0.84 

0.83 

0.68 

0.80 



Week 2 

0.70 

0.68 

0.62 

0.72 

0.88 

0.70 

0.77 

0.58 

0.48 

0.72 



Week 3 

0.50 

0.70 

0.72 

0.57 

0.66 

0.66 

0.76 

0.73 

0.68 

0.55 



Week 6 

0.60 

0.70 

0.59 

0.65 

0.75 

0.69 

0.58 

0.67 

0.83 

0.90 

010 

Female 

Week 1 

050 

0.81 

0.77 

0 31 

0.77 

0.47 

0.94 

0.95 

QNS 

QNS 



Week 2 

0.60 

1.05 

0.99 

0.94 

1.05 

112 

1.01 

0.93 

1.28 

0.83 

01! 

Female 

Week 1 

0.40 

0.56 

0.37 

0.51 

0.51 

0.38 

0.41 

0.40 

0.42 

0.44 



Week 2 

0.30 

0.37 

0.43 

039 

0.39 

039 

0.33 

0.43 

0.38 

0.42 



Week 3 

0.40 

0.35 

0.29 

0.25 

0.62 

0.40 

0.31 

0.34 

0.36 

0.34 



Week 6 

0.30 

0.35 

0.34 

0.27 

0.61 

0.29 

0.40 

0.38 

0.42 

0.47 

012 

Female 

Weekl 

0.70 

0.73 

0.61 

0.62 

0.84 

0.69 

0.68 

0.63 

0.65 

0.80 



Week 2 

0.60 

0.63 

0.75 

0.64 

0.64 

0.68 

0.66 

0.67 

0.74 

0.57 



Week 3 

0.50 

0.60 

0.72 

0.84 

0.68 

0.72 

0.82 

0 62 

0.49 

0.78 



WcckS 

0.60 

0.80 

0.60 . 

0.65 - 

0.56 

0.56 

0.70 

0.87 

0.84 

0.70 

013 

Female 

Week 1 

0.80 

0.77 

0.82 

0.89 

0.75 

0.84 

0.90 

0 79 

0.71 

0.78 



Week 2 

0.70 

0.90 

0.67 

0.83 

0.77 

0.80 

0.94 

0.64 

0.80 

0.73 



Week 3 

0.80 

0.75 

100 

0.52 

0.76 

0.61 

0.81 

0.72 

0.60 

0.80 



Week 6 

0.80 

0.62 

0.64 

0.54 

0,82 

U.5(J 

0.79 

0.72 

0.71 

0.85 

014 

Female 

Week 1 

1.80 

1.85 

2,02 

2.00 

2.02 

193 

2.16 

1.37 

2.29 

2.33 



Week 2 

1 50 

1.56 

1 45 

1.95 

1.70 

174 

1.44 

1.69 

1.95 

1,98 



Week 3 

1.90 

1.72 

1.95 

141 

182 

1.84 

180 

180 

1.99 

2.19 



Week 6 

1.80 

1.73 

172 

149 

1.88 

178 

190 

1.77 

1.97 

2.02 


NOTE: QNS'= Quantity not sufficient., NSR - No specimen received. 
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PM3006630470 


RSR w 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cigarette Filters by Subject 
(Page 3 of 10) 


Subject 

Number 

Gender 

Timepoint 

Filter 1 
(mg/filter) 

Filter 2 
{mg/filter) 

Filter 3 
(mg/filter) 

Filter 4 
(mg/filtcr) 

Filter 5 
(mg/filtcr) 

Filter 6 
(mg/filtcr) 

Filter 7 
(mg/filtcr) 

Filter 8 
(mg/filter) 

Filter? 

(mg/filter) 

Filler 10 
f mg/filtcr) 

OI5 

Female 

Week 1 

1.10 

1.63 

1.17 

0.98 

1.08 

1.02 

0.97 

1.05 

0.92 

QN.S 



Week 2 

1.30 

0.68 

1.01 

0.9S 

1.06 

QNS 

QNS 

QNS 

QNS 

QNS 



Week 3 

0.80 

1.06 

0.93 

135 

1.11 

0.99 

0.90 

1.12 

0.92 

1.29 



Week 6 

0.60 

0,56 

0.51 

0.67 

0.68 

0.62 

0.48 

0.54 

0.52 

0.80 

016 

Female 

Week 1 

0.70 

0.90 

0.75 

0.79 

0.60 

0.53 

0.90 

0.56 

0.56 

0.70 



Week 2 

0.70 

0.76 

0.72 

0.63 

(J.85 

0.79 

0.61 

0.74 

0.81 

0.92 



Week 3 

0.70 

0.80 

0.71 

0.71 

0.67 

0.61 

0.93 

0.73 

0.74 

0.74 



Week 6 

0.60 

0.68 

0.72 

0.74 

0.58 

0.67 

0.79 

0.60 

0.47 

0.60 

017 

Female 

Week 1 

0.70 

0.75 

0.75 

0.63 

0.83 

0.70 

0!89 

0.70 

0.64 

0.73 



Week 2 

0.80 

0.81 

0.73 

0.82 

0.71 

0.92 

0.75 

0.68 

0,74 

0.75 



Week 3 

0.70 

0.71 

0.82 

0.85 

0.77 

0.67 

0.72 

0.75 

0.86 

0.78 



Week 6 

0.60 

0.75 

0.65 

0.80 

0.76 

0.74 

0.70 

0.64 

0.63 

0.74 

018 

Female 

Week 1 

0.40 

0.45 

0.53 

0.49 

0.40 

0.41 

0.63 

0.53 

0.56 

0.44 



Week 2 

0.60 

0.44 

0.58 

0.52 

0.39 

047 

0.50 

0.40 

0.53 

0.82 



Week 3 

0.60 

0.45 

0.52 

0.53 

0.49 

0.63 

0.62 

0.50 

0.48 

0.47 



Week 6 

0.40 

0.42 

0.51 

0.55 

0.72 

0.66 

0.37 

0.56 

0.5.3 

048 

019 

Female 

Week 1 

0.60 

0 66 

0.49 

058 

0.62 

0.78 

0.60 

0.7? 

0.62 

0.79 



Week 2 

0.60 

0.83 

0.65 

0.60 

0.60 

0.75 

0.69 

0.66 

0.63 

0.60 



Week 3 

0.80 

084 

0.76 

0.G4 

0.78 

0.72 

0.72 

0.79 

0.84 

0.90 



Week 6 

0.70 

0.80 

0.70 

0.60 

0.79 

0.87 

0.58 

0.72 

0.59 

0.70 

020 

Female 

Week 1 

0.30 

0.87 

0.33 

0.55 

0.75 

0.68 

0.48 

0.59 

0.79 

1 08 



Week 2 

0.70 

0.58 

0.86 

0.78 

0.60 

0.63 

0.58 

0.43 

0.55 

0.63 



Week 3 

0.80 

0.81 

0.69 

0.84 

0.38 

0.73 

0.65 

0.53 

0.56 

0.47 



Week 6 

0.50 

0.52 

0.61 

0.13 

0.43 

0.45 

0.45 

0.49 

0.51 

0.36 

021 

Female 

Week 1 

0.30 

0.51 

0.52 

0.48 

0.68 

040 

0.67 

0,52 

065 

0 62 



Week 2 

0.50 

0.50 

0.56 

0.49 

0.51 

0 59 

0.60 

055 

0.62 

046 



Week 3 

0.40 

0.50 

0.34 

0.45 

0.44 

036 

0.52 , 

070 

0.49 

0.59 



Week 6 

0.50 

0.40 

0.84 

0.66 

0.76 

059 

0.34 

0.63 

0.53 

0.59 


NOTE: QNS’= Quantity not sufficient., NSR’= No specimen received. 
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PM3006630471 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cigarette Filters by Subject 
(Page 4 of 10) 


Subject 

Number 

Gender 

Timepoim 

Filter 1 
(mK/tllter) 

Filter 2 
(mg/filler) 

Filter 3 
(me/ 1 filter) 

Filler 4 
(mp/filtcr) 

Filler 5 
(mg/filler) 

Filler 6 
(mii/filler) 

Filter 7 
(mu,' 1 filter) 

FilierS 
(mg/filler) 

Filler 9 
(mg/filtcr) 

filler 10 
(my/filter) 

022 

Female 

week 1 

0.70 

069 

0.80 

0.83 

0.88 

0.84 

0.96 

0.87 

0.78 

1.06 



Week 2 

0.90 

1,02 

1.13 

1.08 

0.83 

0.88 

0.82 

0.89 

1.01 

0.80 



Week 3 

1.10 

L21 

0.95, 

1.47 

0.66 

1.00 

0.83 

0.94 

1.01 

0.99 



Week 6 

0.90 

0.79 

1.06 

0.93 

0.81 

0.72 

0.75 

0.63 

i.ii 

0.98 

023 

Female 

Week 1 

1,30 

1.30 

1.13 

0.94 

0.63 

1.35 

1.72 

1.26 

0.74 

1.31 



Week 2 

1.30 

1.15 

1.59 

1.36 

1.04 

0.95 

in 

1.02 

1.35 

1.22 



Week 3 

0.90 

0.90 

1.10 

0,87 

0.79 

0.84 

0.82 

0.71 

0.86 

0.95 



Week 6 

1.30 

1.80 

0.91 

1.19 

1.14 

1.19 

J.22 

1.09 

1.67 

1.19 

024 

Female 

Week 1 

0.70 

0.87 

0.67 

0.73 

0.77 

0.69 

0.94 

0.77 

0.63 

0.52 



Week 2 

0.60 

0.78 

0.61 

0.76 

0.56 

0.64 

0.81 

0.62 

0.72 

1.00 



Week 3 

0.70 

0.78 

0.73 

0.68 

0.59 

0.64 

O.Bl 

0.94 

0.61 

0.78 



Week 6 

uo 

0.80 

0.82 

0.89 

0.70 

0.79 

0.70 

1.03 

0.92 

0.84 

025 

Female 

Week! 

0.70 

0.88 

0.70 

0.79 

0.67 

1.02 

0.88 

0.98 

090 

0.80 



Week 2 

0.10 

0.54 

0 34 

058 

0.14 

0.21 

0.44 

0.37 

0.17 

0.38 



Week 3 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 



Week 6 

0.80 

0.83 

0.47 

0.R3 

0.78 

0.66 

1.12 

1.17 

0.85 

0.89 

026 

Female 

Week 1 

0.70 

0.81 

0.80 

0.96 

0.89 

0.79 

0.95 

0.74 

0.79 

0.74 



Week 2 

0.80 

0.86 

0-75 

0.52 

0.78 

1.05 

0.71 

0.78 

0.62 

0.87 



Week 3 

1.30 

0,83 

0.98 

0.98 

0.98 

0.99 

0.94 

1.21 

0.88 

1.08 



Week 6 

0.90 

0.76 

1.04 

0.81 

0.65 

0.75 

1.19 

0.97 

093 

1 31 

027 

Female 

Week 1 

0.90 

1.08 

1.04 

0.84 

0.77 

1.00 

0.83 

0.88 

0.91 

0.84 



Week 2 

0.90 

0.86 

1.13 

0.78 

0.92 

0.94 

0.82 

1.06 

0.83 

0.96 



Week 3 

0.80 

1.22 

0.85 

1.20 

0.97 

1.00 

1.02 

1.06 

1.33 

0.83 



Week 6 

0,90 

0.83 

1.01 

0.82 

0.90 

0.91 

0.7B 

1.14 

0.8! 

0.7 H 

028 

Female 

Week 1 

0.70 

0.77 

0.59 

0.85 

0.82 

0.93 

1 34 

0.68 

1.25 

1.03 



Week 2 

0.60 

0.65 

0.72 

0.66 

0.52 

0.71 

0.59 

0.59 

0.73 

0.59 



Week 3 

0.50 

0.44 

0.66 

0.70 

0.72 

0.65 

0.64 

1.03 

0.73 

0.68 



Week 6 

0.50 

0.54 . 

0.62 

0.42 

0.5J 

0.76 

0.51 

0.78 

0.57 

0.56 


NOTE: QNS’= Quantity not sufficient., NSR’= No specimen received. 
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PM3006630472 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing lfi.6-4 

Nicotine fmm Cigarette Filters by Subject 
(Page 5 of 10) 


Subject 

Number 

Gender 

Timepoint 

Filter 1 

(mg/filter) 

Filter 2 
(mg/filler) 

Filter 3 
(mg/filter) 

Filter 4 
(mg/filter) 

Filter 5 
(mg/filler) 

Filter 6 
(me/filter) 

Filter 7 
(mg/filter) 

Filter 8 
(mg/Fr Iter) 

Filter 9 
(mg/filter) 

Filter 10 
(me/filter) 

029 

Female 

Week I 

0.70 

0.74 

0.84 

0.58 

0.51 

0.60 

0.57 

0.67 

0.48 

0.81 



Week 2 

0.60 

0.84 

0.55 

0.60 

0.94 

0.54 

0.72 

0.82 

0.62 

0.85 



Week 3 

050 

0.76 

0.51 

0.45 

0.61 

0.44 

0.62 

0.73 

0.53 

0.66 



Week 6 

0.70 

0.69 

0.76 

062 

0.72 

0.57 

0.59 

0.52 

0.78 

0.60 

030 

Female 

Week 1 

0.70 

0.65 

0.65 

0.81 

0.79 

0.79 

QNS 

QNS 

QNS 

QNS 



Week 2 

0.80 

0.66 

0.81 

0.77 

1,14 

0.98 

0.73 

0.69 

0.90 

1.12 



Week 3 

uo 

0.74 

0.80 

1.07 

0.68 

0.88 

0.71 

1.39 

0.45 

0.67 



Week 6 

0.90 

0.84 

0.80 

0.73 

0.64 

1.10 

062 

0.61 

0.60 

0.74 

03! 

Female 

Week 1 

0.50 

0.66 

0.65 

0.63 

0.55 

0.58 

0.79 

0.62 

067 

0.72 



Week 2 

0.70 

0.78 

0.72 

064 

0.69 

0.74 

072 

0.81 

0.84 

n.37 



Week 3 

0.50 

0.46 

0.49 

0.49 

0.74 

QNS 

QNS 

QNS 

QNS 

QNS 



Week 6 

0.50 

0.53 

QNS 

QMS 

QNS 

QNS 

QNS . 

QNS 

QNS 

QNS 

032 

Female 

Week 1 

0.90 

0.79 

0.85 

1.27 

0.90 

0.66 

1.15 

1.06 

1.00 

1.01 



Week 2 

0.80 

110 

1.06 

1.17 

1.16 

0.91 

1.13 

1 05 

1.10 

0.94 



Week 3 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 



Week 6 

0.90 

0.94 

1.17 

1.25 

I 01 

0.83 

1.03 

0.94 

0.67 

1.05 

033 

Female 

Week 1 

' 0.30 

0.20 

0.38 

0.23 

0.24 

0.32 

0.28 

0.21 

0.17 

0.28 



Week 2 

0.10 

0.21 

0.3G 

0.23 * 

0.25 

0.28 

0.23 

0.15 

0.28 

0.23 



Week 3 

0.30 

0.36 

0.31 

0.36 . 

0.30 

0.26 

027 

0.26 

0.24 

0.36 



Week 6 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

034 

Female 

Week 1 

0.40 

0.44 

0.43 

0.63 

0.31 

0.48 

0.50 

0.52 

0.50 

0.55 



Week 2 

0.50 

0.47 

0.46 

0.44 

0.73 

0.70 

0.21 

0.42 

0.34 

0.45 



Week 3 

0.80 

0.62 

0.63 

0.65 

052 

0.80 

0.80 

071 

0.80 

0.67 



Week 6 

0.40 

0.22 

0.40 

0.40 

0.22 

0.44 

0.47 

0,29 

0.37 

0.48 

035 

Female 

Week 1 

0.50 

0.67 

0.56 

0.61 

0.56 

0.55 

0.66 

0.61 

0.82 

0 63 



Week 2 

0.50 

0.47 

0.65 

0.37 

0.50 

0.55 

0.67 

054 

0.52 

0.52 



Week 3 

0,30 

0.49 

0.71 

0.50 

0.35 

0.63 

0.50 

0.46 

0.51 

0.49 



Week 6 

0.40 

0.62 

0.62 

0.35 

0,40 

0.65 

058 

0.46 

0.50 

0.56 


NOTE; QNS 1- Quantity not sufficient., ’NSR* - No specimen received. 
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PM3006630473 


RSR 

Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cryaretre Pikers by Subjecl 
(Page 6 of 1 O') 


Subject 

Number 

Gender 

Timepoint 

Filler 1 
(mg/filter) 

Filter 2 
(mg/ filter} 

Filter 3 
(mg/filter) 

Filter 4 
(mg/filter) 

Filter 5 
(mg/filter) 

Filter 6 
(mg/ft Iter) 

Filler 7 
(me/filter) 

Fiber 8 
(mg/filter) 

Filler 9 
(mg/liltcr) 

Filter 10 
. (mg/filter) 

036 

Male 

Week t 

0.90 

1.00 

0.S5 

0.92 

0.86 

0.89 

1.10 

1.14 

0.98 , 

1.20 



Week 2 

1.00 

1.05 

0.99 

0.91 

f .02 

0.89 

0.86 

0.93 

0.95 

0.88 



Week 3 

1.00 

1.07 

0.96 

0.81 

1.02 

1.06 

0.86 

0.89 

1.06 

0.98 



Week 6 

1.00 

0.88 

1.(14 

0.92 

0.86 

0.90 

1.06 

0.93 

1.12 

0.94 

037 

Male 

Week 1 

2.00 

1.68 

1.97 

3.47 

2.12 

1.58 

1.97 

2.32 

1.93 

1.87 



Week 2 

2.10 

2.06 

2.39 

1.98 

1.89 

1.88 

2.20 

1.96 

2.05 

2.33 



Week 3 

1.80 

1.80 

2.08 

1.40 

2.15 

2.00 

1.38 

1.91 

1.81 

1.56 



Week 6 

1.50 

1.74 

1.77 

1.70 

1.60 

1.76 

2.11 

1.58 

1.63 

1.86 

038 

Male 

Week 1 

0.70 

1.19 

1.01 

0.74 

1.00 

1.26 

071 

1 01 

0.78 

0.85 



Week 2 

0.70 

0.59 

0.71 

0.77 

0.73 

0.60 

0.87 

0.74 

0.60 

0.86 



Week 3 

0.80 

0.84 

0.69 

0.83 

0.67 

0.95 

0.67 

0.78 

0.91 

0.83 



Week 6 

0.10 

0.30 

0.20 

0.15 

0.12 

0.26 

0.27 

0.19 

0.13 

0.29 

039 

Male 

Week I 

•1.50 

1.26 

0.96 

1.32 

1.11 

1.04 

0.85 

LOO 

1.19 

1.41 



Week 2 

too 

0.98 

0.72 

0.68 

1.10 

0.92 

0.91 

0.98 

0.58 

1.06 



Week 3 

0.90 

0.82 

1 03 

0.99 

0.74 

0.89 

1.01 

1.20 

0.97 

1.37 



Week 6 

0.90 

0.92 

1.09 

1.11 

0.94 

1.39 

1.05 

1.17 

1.19 

1.12 

040 

Male 

Week 1 

0.30 

0.25 

0.18 

0.27 

0.29 

0.28 

0.21 

0.23 

0.32 

0.24 



Week 2 

0.10 - 

0.09 

0,14 

0.11 

0.12 

0.12 

0.07 

0.13 

0,14 

0.39 



WeekS 

0.60 

0.83 

0.66 

0.96 

0.84 

LOO 

0.92 

0.87 

0.78 

0.86 



Week 6 

0.10 

0.14 

0.16 

0.28 

0.04 

0.17 

0.22 

0.22 

0.07 

0.20 

041 

Male 

Week 1 

1.00 

1.04 

1.19 

1.04 

0.79 

1.17 

1.03 

0.85 

1 06 

0.92 



Week 2 

0.90 

0.83 

1.08 

1.00 

0.87 

0.74 

1.20 

0.70 

0.91 

0.79 



Week 3 

1.10 

0.88 

0.88 

0.97 

1.20 

0.82 

0.74 

0.85 

0.83 

0.88 



Week 6 

0.70 

0.91 

0.78 

0.90 

0.78 

0.65 

0.45 

0.95 

0.93 

0.79 

(M2 

Male 

Week 1 

1.10 

1.81 

1.43 

1 38 

1.48 

1.14 

1.54 

1.38 

1.51 

1.36 



Week 2 

1.20 

1.36 

1.24 

1 13 

1.36 

1.58 

1.36 

0.52 

3.06 

1.41 



Week 3 

1.10 

1.27 

1.14 

1.35 

Lift 

1.04 

1.18 

1.09 

1.05 

1.00 



Week 6 

1.10 

1.23 

i 23 

1.53 

1.29 

1.40 

1.23 

1.18 

1.35 

1.44 


NOTE: QNS’= Quantity not sufficient., NSR*= No specimen received. 
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PM3006630474 


RSR 

Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cigarctie Fillers by Subject 
{Page 7 of 10) 


Subject 

Number 

Gender 

Timcpoint 

Filter 1 
(mg/filter) 

Filter 2 
(mg/filler) 

Filter 3 
(mg/'filler) 

Filter 4 
(mg/filter) 

Filter 5 
(mg/filter) 

Filter 6 
(mg/flltcr) 

Filter? 

(mg/filtcr) 

Fillers 
(mu/filler) 

Filter 9 
(mg/filtcr) 

Filler 10 
(mg/filter) 

043 

Male 

Week 1 

1.00 

0.82 

0.58 

0.88 

0.84 

0.79 

0.73 

I.IX) 

0.95 

0.68 



Week 2 

0.50 

0.52 

0.89 

0.71 

0.65 

0.70 

0.79 

0.76 

068 

0.72 



Week 3 

0.70 

0.63 

0.84 

0.63 

0.87 

0.91 

0.89 

0.87 

0.62 

0.83 



Week 6 

0 60 

060 

067 

0 59 

1 05 

0.56 

0 63 

nr.i 

0.74 

0 53 

044 

Male 

Week 1 

0.70 

0.81 

0.76 

0.88 

0.92 

0.85 

0.84 

0.86 

0.83 

0.84 



Week 2 

0.70 

0.64 

0.78 

0.71 

0.80 

0.69 

0,62 

0.74 

0.90 

0,81 



Week 3 

0.70 

U.06 

0.08 

0.78 

0.06 

0.79 

0.68 

o. n 

0.61 

11.08 



Week 6 

0.60 

0.65 

0.63 

0.59 

0.58 

0.58 

0.71 

0.67 

0.60 

0.76 

045 

Male 

Week 1 

0.70 

0 62 

0.65 

0 77 

0.65 

0 80 

0.84 

0.66 

079 

0 63 



Week 2 

0.70 

0.95 

0.77 

0.61 

0.81 

0.77 

0.80 

0.82 

0.85 

0.03 



Week 3 

0:70 

0.70 

0.70 

0.72 

1.23 

0.70 

0.68 

0.77 

0.60 

0.76 



Week 6 

0.60 

0.73 

0.58 

0.68 

0.68 

0.93 

0.57 

0.7.) 

1.13 

0.47 

046 

Male 

Week 1 

1.10 

0.89 

0.8.3 

0.94 

1.05 

1.04 

0.93 

0.99 

0.62 

(.26 



Week 2 

0.90 

0.96 

0.75 

0.78 

0.67 

0.71 

0.69 

0.85 

0.67 

0.86 



Week 3 

0.80 

0.73 

0.92 

0.75 

0.74 

0.87 

0.92 

0.89 

0.76 

1.03 



Week 6 

0.70 

1.02 

0.64 

0.71 

0.80 

0.74 

0.65 

0.76 

0.78 

0.58 

047 

Male 

Week 1 

0.70 

0.75 

0.72 

0.64 

0.96 

0.51 

0.84 

0.7 S 

0.71 

0.77 



Week 2 

0.80 

0.91 

0.70 

0.81 

0.80 

0.74 

0.68 

0 62 

0 60 

0.74 



Week 3 

0.60 

0.96 

0.71 

1.01 

0.79 

0.88 

0.80 

0.80 

0.83 

0.74 



Week 6 

0.60 

0.56 

0.62 

0.59 

0 69 

0.71 

0.70 

0 66 

0 63 

0.64 

048 

Male 

Week 1 

0.90 

0.72 

(1.74 

0.83 

0.84 

0.64 

0.68 

0.78 

0.66 

0.58 



Week 2 

0.70 

0.76 

0.89 

0.98 

0.96 

0.87 

0.86 

0.87 

0,87 

1.01 



Week 3 

0.80 

0.84 

0.72 

0.72 

0.97 

0.83 

0.90 

1 .<11 

0.9IJ 

1.00 



Week 6 

0.70 

0,97 

0.89 

0.89 

0.91 

0.85 

0.90 

0.82 

0.77 

D.98 

049 

Male 

Week 1 

1.00 

1.27 

1.28 

1.09 

1.19 

1.22 

1 03 

1.37 

1.16 

1.24 



Week 2 

1.20 

1.20 

1.(9 

1.50 

1.22 

1.31 

1.21 

1.34 

1.14 

1.07 



Week 3 

1.40 

1.34 

1.10 

1.07 

0.99 

1.26 

0.83 

1.43 

1.10 

0.93 



Week 6 

2.40 

1,08 

0.91 

2.17 

1.88 

1.11 

0.96 

0.92 

2.09 

0.69 


NOTE: QNS’-Quantity not sufficient., T4SR 1fc= No specimen received. 
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PM3006630475 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cigarette Filters by Subject 
(Page 8 of 10) 


Subject 

Number 

Gender 

Timepoint 

Filter 1 
(iDg/frlter) 

Filter 2 
(mu/filter) 

Filter 3 
(mty filler) 

Filter 4 
(mg/filter) 

Filter 5 
(m«/filter) 

Filter 6 
(mu' 1 filter) 

Filter 7 
(mW filter) 

Filter 8 
(mu/filter) 

Filter 9 
(mg/filter) 

Kilter 10 
(mg/ filter) 

050 

Male 

Week 1 

0.20 

0,31 

0.30 

0.21 

0.27 

0.40 

0.32 

0.58 

0.28 

0.30 



Week 2 

0.30 

0.95 

0.55 

0.38 

0.58 

0.39 

0.33 

0.45 

0.59 

QNS 



Week 3 

0.40 

037 

0.28 

0.32 

0.23 

0.28 

0.50 

0.22 

0.28 

0.36 



Week 6 

0.20 

0.33 

0.33 

0.52 

0.42 

0.22 

0.20 

0.32 

0.30 

0.71 

052 

Male 

Week 1 

0.80 

0.61 

0.72 

1.10 

0.61 

i.on 

0.96 

or. i 

0.86 

0.75 



Week 2 

0.70 

0.69 

0.74 

0.73 

0.88 

0.50 

1.10 

091 

0.88 

0.96 



Week 3 

1.00 

0.89 

1.02 

0.95 

0.95 

0.70 

1.20 

0.97 

M3 

n.75 



Week 6 

0.00 

085 

0.51 

0.85 

0.98 

0.79 

0.77 

0.81 

0.83 

1.23 

054 

Male 

Week 1 

1.50 

1 61 

1.91 

2.25 

1.91 

1.88 

1.79 

1.72 

2.05 

1.86 



Week 2 

1.70 

1.75 

1.94 

1.61 

1.78 

1.89 

1.61 

1.82 

1.99 

1.72 



Week 3 

1. CO 

1 .JU 

1.33 

1.42 

1.45 

1.62 

1.78 

J.86 

1.54 

1.91 

1.41 



Week 6 

1.20 

1.28 

1.73 

1.69 

1.54 

1.54 

1.28 

1.23 

1.36 

1.65 

055 

Male 

Week 1 

0.90 

0.83 

0.74 

0.83 

0.51 

0.71 

0.78 

0.83 

0.77 

0.79 



Week 2 

1.00 

1.09 

1.18 

t.U 

1.00 

1.11 

0.95 

0.09 

1.06 

1.04 



Week 3 

0.70 

0.87 

0.84 

0.85 

0.65 

0.72 

0.60 

0.97 

0.65 

1.01 



Week 6 

1.00 

0.82 

0.70 

1.01 

0.79 

0.96 

0.87 

1.03 

0.76 

0.83 

056 

Male 

Week 1 

0.80 

0.86 

L06 

0.90 

1.00 

0.99 

0.73 

0.75 

0.93 

0.86 



Week’ 

1.00 

1.11 

1.03 

0.62 

1.73 

1.01 

1.41 

1.21 

1.28 

0.61 



Week 3 

M0 

0.91 

1.13 

1.02 

0.95 

1.22 

1.22 

1.31 

1.05 

1.08 



Week 6 

0.60 

1.13 

0.82 

1.17 

1.07 

0.91 

0.96 

0.68 

0.55 

0.97 

057 

Male 

Week 1 

0.60 

0.54 

0.64 

0.62 

0.55 

0.56 

0.55 

0.59 

0.64 

0.67 



Week 2 

0.50 

0.51 

0.66 

0.79 

0.59 

0.57 

0.69 

0.65 

0.52 

0.76 



Week 3 

0.60 

0.75 

0.93 

0.72 

0.60 

0.78 

0.87 

0.70 

0.60 

0.83 



Week 6 

0.50 

0.60 

0.59 

0.60 

0.69 

0.80 

0.58 

0.62 

0.58 

0.54 

058 

Male 

Week I 

0.80 

0.97 

0.72 

0.93 

0.53 

0.81 

0.94 

0.44 

0.72 

1.03 



Week 2 

0.50 

0.81 

0.69 

0.70 

0.80 

0.74 

0.66 

0.64 

0.84 

0 80 



Week 3 

0.60 

0.76 

0.63 

0.78 

0.68 

0.66 

0.67 

0.71 

0.84 

0.79 



Week 6 

0.50 

078 

0.58 

0.55 

0.47 

0.57 

0.62 

0.71 

0.72 

0.55 


NOTE: T?NS’= Quantity not sufficient., NSR’ = No specimen received. 
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PM3006630476 


Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.0-4 

Nicotine from Cigarette Filters by Subject 
(Page 9 of 10) 


Subject 

Number 

Gender 

Timepoint 

Filler 1 
(mg/tiltcr) 

Filter 2 
(mg/filter) 

Filter 3 
(mg/filtcr) 

Filter 4 
(me/11 Iter) 

Filter 5 
(mg/filtcr) 

Filter 6 
(mg/ filler) 

I-'ifler 7 
(rnc/tiher) 

Filters 
{mg/filter) 

Filter 9 
(mg/filter) 

Filter 10 
(mg/filter) 

059 

Male 

Week I 

0.90 

0.90 

1.20 

0.86 

0.95 

075 

1.1 1 

096 

1.13 

1.02 



Week 2 

0.90 

0.R5 

1.19 

0.79 

0.69 

1.00 

1.15 

0.79 

0.91 

1.06 



Week 3 

0.90 

1.21 

1.05 

1.01 

1.12 

097 

0.90 

0.99 

0.93 

1.03 



Week 6 

1.10 

0.83 

1.04 

0.97 

0.97 

0.98 

1.28 

1.08 

1.02 

0.83 

060 

Male 

Week 1 

1.00- 

1.14 

1.15 

1.08 

0.84 

1.09 

1.15 

1.22 

1.38 

0.90 



Week 2 

1.20 

1.27 

1 JO 

1.12 

1.09 

1.25 

1.47 

1.17 

1.43 

I. OX 



Week 3 

1.00 

1.(1 

1.17 

1.0(3 

1.20 

1.21 

1.37 

1.06 

1.35 

1.20 



Week 6 

0.70 

1.39 

ill 

1.17 

1.19 

1.27 

1.25 

1.29 

1.25 

1.23 

061 

Mule 

Week 1 

0.90 

0.80 

0.73 

1.07 

0.98 

0.76 

1 02 

0.95 

0.88 

0.73 



Week 2 

1.10 

1.19 

0.69 

0.92 

1.00 

1.05 

1.04 

0.95 

0.95 

0.94 



Week 3 

0.80 

0;85 

0:77 

0.74 

0.78 

0.79 

0,82 

089 

0.77 

0.70 



week 6 

0.80 

0.92 

0.73 

1.06 

0.82 

0-74 

0.7U 

0.90 

0.56 

o.xu 

062 

Male 

Week 1 

0.91 

0.97 

1.04 

0.88 

0.93 

1.17 

0.91 

I.0S 

0.89 

1.06 



Week 2 

0.90 

1.01 

0.95 

0.96 

1 03 

1.18 

1.07 

0.92 

1 01 

095 



Week 3 

0.90 

1.08 

1.11 

0.85 

094 

0.99 

LOO 

1.04 

0.87 

1.14 



Week 6 

0.90 

0.92 

0.82 

0.94 

0,85 

0.80 

1.04 

i.n 

1.21 

0.97 

063 

Male 

Week 1 

1.30 

1 00 

1.23 

0.85 

093 

1.24 

0.82 

M0 

0.90 

0.81 



Week 2 

1.40 

0.70 

1.51 

1.39 

1.11 

1.40 

r.4i 

1.45 

1.27 

1.37 



Week 3 

1.60 

1.17 

1.48 

1.18 

141 

1.54 

1.33 

1.37 

1.32 

1.71 



Week 6 

1 30 

1.17 

0.98 

1.01 

1.02 

1.08 

1.12 

1.18 

1.(4 

r.i6 

065 

Male 

Week 1 

1.20 

1.45 

1.39 

1.10 

1.39 

I.2S 

1.43 

1.08 

1.19 

1.13 



Week 2 

U0 

1.49 

1.40 

1.47 

1.32 

1.53 

1.29 

(.66 

1.39 

1,44 



Week 3 

1 30 

1.34 

1.32 

1.50 

1.56 

1.48 

1.38 

1.34 

1.43 

1.40 



Week 6 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

NSR 

067 

Male 

Weekl 

0.10 

0.2! 

0.15 

0.10 

0.20 

0.10 

0.16 

0.15 

0,14 

0.17 



Week 2 

0,20 

0.15 

0.18 

0.15 

0.13 

0.1 1 

0.19 

0.28 

QNS 

QNS 



Week 3 

0.30 

0.28 

0.36 

0.32 

0.18 

0.19 

0.25 

0.34 

0.43 

0.29 



Week 6 

0.30 

0.43 

0.43 

0.47 

0.50 

0.41 

0.34 

0.36 

0.36 

0.35 

NOTE: QNS’ 

- Quantity not sufficient. 

, NSR’^ No specimen received. 
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PM3006630477 


Protocol No. PM-8450 
CovanceCRU Study No. 12226-8450 


Listing 16.6-4 

Nicotine from Cigarette Fillers by Subject 
(Page 10 of 10) 


Subject 

Number 

Gender 

Tiinepornt 

Filter 1 
(mu/filter) 

Filler 2 
(me/filter) 

Filler 3 
(mg/filter) 

Filter 4 
(mg/fitier) 

Filter 5 
(mg/filter) 

Filter 6 
(mg/fitler) 

Filler 7 
(mg'filter) 

Filter 8 
(mg/filter) 

Filter 9 
(mg/filter) 

Filter 10 
(mg/filter) 

068 

Male 

Week 1 

0.60 

0.81 

0.66 

0.81 

0.62 

0.06 

0.52 

0.57 

0.65 

0.80 



Week 2 

0.50 

0.47 

0.58 

0.76 

0.64 

0.70 

0.53 

082 

0.34 

0.81 



Week 3 

0.90 

0.70 

0.70 

0.78 

0.92 

1.15 

0.81 

0.92 

0.79 

0.72 



Week 6 

0.50 

0.51 

0.59 

0.77 

0.64 

0.63 

1.03 

096 

0.48 

0.67 

069 

Male 

Week 1 

0.60 

0,70 

0.70 

0,64 

0.57 

0.94 

11.76 

0.54 

0.69 

0.76 



Week 2 

0.87 

0.66 

065 

0.71 

0.62 

0.80 

0.55 

0.93 

0.69 

0.6G 



Week 3 

0.80 

1.03 

0.73 

0.94 

0.84 

0.69 

0.49 

0.83 

0.92 

1.05 



Week G 

090 

0.76 

0.93 

0.82 

0.76 

0.03 

0.75 

0.76 

0.79 

0.84 

502 

Female 

Week 1 

0.80 

008 

109 

1.22 

1.04 

1.26 

i nr> 

1.44 

083 

1.50 



Week 2 

1.00 

1 51 

1.13 

1.29 

1.19 

i.i i 

1.12 

1.25 

1 03 

1.29 



Week 3 

1.00 

1.06 

1.24 

1.16 

1.23 

0.96 

1,21 

1.26 

0.90 

l.ll 



Week G 

1.00 

0.96 

0.85 

0.85 

0.86 

1,13 

0.99 

1.18 

0.95 

0.97 

503 

Female 

Week l 

0.80 

0.92 

0.89 

0.86 

0.90 

0.78 

0.77 

0.88 

0.81 

0.81 



Week 2 

0.80 

0.83 

0.80 

0.65 

0.90 

0.94 

0.82 

0.86 

0.84 

0.86 



Week 3 

0.70 

0.34 

0.54 

0.57 

0.39 

0.51 

0.66 

0.50 

0.59 

0.34 



Week 6 

0.60 

0.94 

O.fcO 

0.80 

0.70 

0.71 

0,67 

067 

0.65 

(1.61 

504 

Female 

Week 1 

1.20 

1.41 

1.09 

1.37 

1.47 

1.52 

1.61 

1.37 

1.21 

1.27 



Week 2 

1.10 

1.15 

1.29 

1.14 

1.25 

1.21 

1.29 

0.92 

1.10 

1.36 



Week 3 

1.20 

1.47 

1.07 

1.04 

1.08 

1,54 

1.04 

1.11 

1.22 

1.15 



Weeks 

0.80 

1.01 

0.89 

0.92 

0.75 

n.so 

068 

0.80 

0 83 

0 88 

506 

Female 

Week 1 

0.40 

0.52 

0.67 

0.54 

0.51 

0.30 

0.52 

0.44 

QNS 

QNS 



Week 2 

0.60 

0.56 

0.90 

QNS 

QNS 

QNS 

QNS 

QNS 

QNS 

QNS 



Week 3 

0.60 

0.72 

0.65 

0.81 

0.71 

0.75 

0.76 

0.64 

0.66 

0.64 



Week 6 

0.40 

0.45 

0,48 

0.45 

0.35 

0.49 

0.47 

0.4R 

0.48 

0.54 


‘ NOTE: QNS’= Quantity not sufficient., NSR'= No specimen received. 
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PM3006630478 


RSR 



Protocol No. PM-8450 

Covance CRU Study No. 12226-8450 


Listing 16.6-5 

Fagcrstrom Tolerance Test Results for Smokers by Subject 
(Page I of 2) 


Subject 

Number 

Subject 

_Classification' 1 

Result 

001 

F-S 

8 - 10: Very high dependence 

002 

FS 

3-4: Low dependence 

003 

F-S 

0-2: Very low dependence 

004 

r-s 

3 - 4: Low dependence 

005 

F-S 

0-2: Very low dependence 

006 

F S 

6-7: High dependence 

0(17 

F-S 

0-2: Very low dependence 

OOS 

F-S 

3-4: Low dependence 

009 

F-S 

3 - 4: Low dependence 

010 

F-S 

0-7: Very low dependence 

Oil 

F-S 

5: Medium dependence 

012 

F-S 

6 - 7: High dependence 

OB 

F-S 

3 - 4: Low dependence 

014 

F-S 

5: Medium dependence 

015 

F-S 

0-2; Very low dependence 

016 

F-S 

3-4: Low dependence 

017 

F-S 

5: Medium dependence 

01$ 

F-S 

0 - 2: Veiy low dependence 

019 

F-S 

0-2: Very low dependence 

020 

F-S 

6-7: High dependence 

021 

F-S 

0 - 2: Very' low dependence 

022 

FS 

5: Medium dependence 

023 

F-S 

5: Medium dependence 

024 

F-S 

0 - 2: Very low dependence 

025 

F-S 

3 - 4: Low dependence 

026 

F-S 

6-7: High dependence 

027 

F-S 

3-4: Low dependence 

028 

F-S 

3 - 4: Low dependence 

029 

F S 

5; Medium dependence 

030 

F-S 

3 - 4: Low dependence 

03 i 

F-S 

0 - 2: Very low dependence 

032 

F-S 

0-2: Very low dependence 

033 

F-S 

0 - 2: Veiy low dependence 

034 

F-S 

3-4: Low dependence 

035 

F-S 

5: Medium dependence 

0.36 

M-S 

3 - 4: Low dependence 

037 

M-S 

0 - 2 : Very low dependence 

038 

M-S 

5: Medium dependence 


NOTE: Results are calculated from Question 3.39 through Question 3.44 from the Enrollment Questionnaire. 
* Subject Classification: M-S=Malc. Smoker, F-S-Female. Smoker. 
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Listing 16.6-5 

Fagcrstrom Tolerance Test Results for Snnokers by Subject 
(Page 2 of 2 ) 


Subject 

Number 

Subject 

Classification' 1 

Result 

039 

M-S 

3 - 4; Low dependence 

040 

M-S 

0-2; Very low dependence 

041 

M-S 

6 - 7: High dependence 

042 

M-S 

3 - 4: Low dependence 

M3 

M-S 

5: Medium dependence 

044 

M-S 

3-4; Low dependence 

045 

M-S 

3-4; Low dependence 

044 

M-S 

3-4; Low dependence 

047 

M-S 

0-2: Very low dependence 

048 

M-S 

0 - 2; Very low dependence 

049 

M-S 

5: Medium dependence 

050 

M-S 

3 - 4. Low dependence 

051 

M-S 

0-2: Very low dependence 

052 

M-S 

0 - 2: Very low dependence 

053 

M-S 

5: Medium dependence 

054 

M 55 

6-7: High dependence 

055 

M-S 

8 - 10: Very’ high dependence 

056 

M-S 

6-7: High dependence 

057 

M-S 

5: Medium dependence 

058 

M-S 

3-4: Low dependence 

059 

M-S 

6 - 7: High dependence 

060 

M-S 

3-4: Low dependence 

061 

M-S 

6-7: High dependence 

062 

M-S 

6 - 7: High dependence 

063 

M-S 

3 - 4; Low dependence 

065 

M-S 

3-4: Low dependence 

066 

M-S 

6-7: High dependence 

067 

M-S 

0 -2: Very low dependence 

068 

M-S 

3-4: Low dependence 

069 

M-S 

8 - 10: Very high dependence 

502 

F-S 

0 - 2: Very low dependence 

503 

F-S 

5; Medium dependence 

504 

F-S 

6-7; High dependence 

506 

f-S 

0-2: Very low dependence 


NOTE: Results are calculated from Question 3,39 through Question 3.44 from the Enrollment Questionnaire. 
0 Subject Classification: M-S=Male. Smoker; F-S=l ; emale, Smoker. 
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